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PETITION

TO: Medical Facilities Planning Section
Division of Facility Services Dry
701 Barbour Drive g

2714 Mail Service Center
Raleigh, NC 27699-2714

PETITIONER: Shirley Silva
Alliance Imaging Inc. Mean,, Faup
2428 Belle Terre Drive Wirg, 5-&_””’*
Statesville, NC 28625-4331 O

DATE: July 24, 2007

RE: Petition for Adjusted Need Determination Related to Mobile MRI
Scanners

I introduction

Earlier in 2007, Alliance imaging petitioned for a change in Chapter 9 of the Proposed 2008
State Medical Facilities Plan to include the following statement:

“There is no need for any additional mobile magnetic resonance imaging scanners
anywhere in the State "

The State Health Coordinating Council denied the earilier petition based on two factors:
+ There may still be places where an applicant can demonstrate a need for mobile MRI
to improve patient access
* Mobile PET and mobile cardiac catheterization units are more specialized and
expensive as compared to mobile MRI. Therefore, it is appropriate for the Plan to
state that noc need exists for additional mobile PET and mobile cardiac
catheterization units but not make a similar statement regarding mobile MRI.

Alliance Imaging respectfully requests that the State Health Coordinating Council reconsider this
petition based on updated MRI utilization and mobile MRI inventory data.

. Rationale for the Proposed Changes

Alliance Imaging offers the following updated information regarding the fixed and mobile MRI
inventory and projected future needs for MR} procedures:

A. Growth in MRl Demand Has Leveled Off

The Proposed 2008 Plan shows that 785,445 total MRI procedures were performed in 2005-06
which represents a 65,998 or 9 percent increase over the previous year. The 2007 Plan shows
that the previous reporting period 2004-05 had an increase of 65,548 procedures (or
approximately 10 percent) over the previous year. These statistics show that growth in MRI
demand has leveled off. The following table shows the volumes, inventory and need
determinations for the proposed Plan and the previous two years.




Volumes and Inventory Need Determinations
Annuat Volume  Fixed Equiv Standard Breasl Extremty  Mulb-Posilon Other Towal
Previous Yt Total Fixed MRl MR MRI MRI MR MRIs
2008 Proposed  785.445 25175 11 0 0 4 0 15
2007 Plan 719 447 237 36 7 0 0 0 0 7
2006 Plan 653,899 222 4% 6 1 1 0 0 8

The 2008 Proposed Plan includes 11 need determinations for fixed MRIs based on the standard
methodology plus an adjusted need determination for 4 multi-position MRI scanners.  The total
number of MRI need determinations is substantially larger than the two previous years’. The
maximum capacity of these additional 15 scanners is calculated as follows:

15 MR! units x 6,864 MRI procedures = 102,960 procedures annual capacity

(The 6.864 annual procedures is based on the MRI methodology assuming 100 percent
utilization.)

The MR capacity that is being added in 2008 totals 102,960 and far exceeds the actual annual
growth of approximately 66,000 MRI procedures that has occurred for each of the two previous

years. This means that the proposed additional MRI scanners will probably take volume away
from existing mobile units in specific markets.

B. Multi-Position MRI Scanners Can Not Be Installed in Mobile Units

Alliance Imaging has researched multi-position MRI scanners as described by Axiom and
confirmed that these machines can not be installed in a mobile unit. Therefore mobile MR

scanners are not a legitimate seftlement option to resolve any CON appeals for competitive
reviews of multi-position MRI units.

C. The Actual Number of Currently Underutilized Mobile MR! Scanners Should Be
Examined

The higher cost and complexity of mobile PET and mobile cardiac catheterization units are
certainly legitimate reasons to make the statement in the Plan that no need exists for these
units. In totai there are far fewer of these types of units as compared to mobile MRI scanners.

The Medical Facilities Planning Section has the data available to determine the number of
mobile MRI scanners that were underutized during the previous year. This information is
directly relevant to cost effectiveness and would be helpful to evaluate all mobile technologies.

D. Multipie Approved Mobile MRI Scanners Have Not Been Implemented
CON-approved mobile MR scanners that are pending implementation include:

Frye Memorial Hospital was approved for a mobile unit on July 15, 2005 (# E-7058-04). No

volumes have been reported for this scanner and no progress reports have been received
by the CON Section

Alamance Regional Medical Center was CON approved for a mobile unit in November,

2004 Based on the 2007 Mobile MRI Inventory forms this scanner has not been
implemented.




Waccamaw Ultrasound & Diagnostic, Inc. d/b/a Waccamaw Imaging (Columbus County)

was 1ssued a CON for a mobile MRI| scanner effective November 27, 2008; no 2007 mobile
MRI inventory form was submitted.

Raleigh Orthopaedic Clinic (Wake County)} and Orthopaedic Specialists of the Carolinas

{Forsyth County) both obtained CON approval in 2007 to acquire mobile MRI scanners.
These units are not yet operational.

The MRI methodology (Table 90} estimated “fixed equivalent MRI units™ that are assigned to
the above mobile MRI scanners; these numbers are only estimates of their future capacity
based on the number of days per week assigned to the prospective host sites. Since the “fixed

equivalent MR! units” data is speculative, as more mobile MRI scanners become CON approved
but not operational, the MR| methodology becomes more unreliable.

il. Requested Changes

Alliance Imaging petitions for a change in Chapter 9 of the 2008 State Medical Facilities Plan to
include the following statement:

“There is no need for any additional mobile magnetic resonance imaging scanners
anywhere in the State "

The requested change is based on the updated utilization and inventory data combined with the
abundance of fixed MRI need determinations plus the special need determinations for multi-
position MRI scanners.

Iv. Adverse Effects if the Changes Are Not Made

The following adverse effects are predicted if the proposed change is not adopted.

« Utilization of the existing mobile MR1 scanners statewide will be compromised by the
added capacity of recently approved mobile MRI units, plus the abundance of fixed MRI
need determinations. Unnecessary duplication of services will result.

e The calculations of “MR/ fixed equivalent magnets™ will be distorted with even more
mobile MR! scanners in the pipeline.

» Mobile MRI sites will be reshuffled, meaning legal chaiienges will likely occur related to
declaratory rulings to add or change those host sites.

» CON applicants in competitive reviews and subsequent appeals may continue to seek
mobile MRI! units through settlement agreements.




V. Alternatives That Were Considered But Are Not Feasible

Two alternatives that were considered are outiined:

Developing a specific need methodology for mobile MRI scanners 15 not a feasible alternative
because this strategy was previously pursued by Aliance Imaging in the development of the
2003 State Medical Facilittes Plan. The previously proposed mobile MRl methodology
demonstrated the need for additional mobile MRI scanners and the 2003 SMFP included need
determinations for two additional mobile MRI scanners. However, the need methodology that
was used to calculate this need was not adopted in the 2003 Plan. Therefore, Alliance Imaging
concludes that the Medical Facilities Planning Section is not receptive to a specific need
methodology for mobile MRI scanners.

Alllance considered petitioning for an adjusted need determination for only one additional mobile
MRI scanner that would be deployed to provide service to new sites in any counties that
currently have no mobile MRI host sites or fixed MR! scanners. This scenario could potentially
create the opportunity for providers to put forth their best efforts to expand service to rural
underserved populations. However, Alliance observed that most of the counties that iack
mobile MRI host sites do not have sufficient refernng physicians to maintain even one day per
week service. Also, the mobile MRI inventory data shows multiple providers with underutilized

mobile scanners throughout the state. Therefore no need exists for even one additional mobile
MRI scanner at this time.

Vi, Evidence That the Proposed Change Will Not Result in Unnecessary Duplication
of Health Resources

The proposed change will add no need determinations and will reduce the unnecessary
duplication of mobile MR! scanners. Existing mobile and fixed MRI providers with underutilized

equipment need a respite from the backlog of previously approved mobile units plus the surge in
new MRI need determinations.

VIL Conclusion

There are at least five CON-approved mobile MRI scanners that are now pending
implementation. Aiso there are numerous mobile MRI scanners that performed less than 3,328
unweighted procedures (mobile MR! performance standards 10A NCAC 14C .2703(a) (1) and

{2)). Also consider that mobile MR! scanners certainly have the capacity to perform far more
than 3,328 annual unweighted procedures.

No need for additional mobile MRI scanners exists as demonstrated by:
» recent MRI utilization data demonstrating that growth in MRl demand has leveled off
» the number of previously approved mobile scanners that are pending
+ the abundance of need determinations for fixed MR{ and multi-position $canners

Alliance Imaging Inc. requests that the Proposed 2008 Plan include a statement that no need for
additional mobile MR! scanners exists anywhere in the State.
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PETITION FOR AN ADJUSTED NEED DETERMINATION FOR
ONE FIXED MRISCANNER FOR ASHE COUNTY IN THE 2008 SMFP

Petitioner:

Ashe Memorial Hospital
200 Hospital Avenue
Jetferson, North Caroling 28640

R.1D. Williams, Chiel Exccutive Officer

(336) 8ih-7101

To:

NMedical Facilities Planning, Section
Divicion ot Health Service Regulation
27T Mol Service Cenler

Raleish, NC 27699-2711

Requested Change:

Ashe Memorial Hospital (ANE) seeks to provide increased access to tised MR

services for residents of Ashe Countv and petitions for an adjusted need

determination for one tined MEI <canner for A<he Countyv in the 2008 SNEP

There are a number ot reasons that justitv an adjusted need determination:

e uce to limited mobile access, the hospital is sometimes unable to meet the

diagnostic imaging needs of its inpatients and must transfer them to

another facility located inanother county, further from their home,

o Ashe County has a very high percent of pattent emigration sceking,

avatlable MR cervices outside the county,



Ashe Memorial Hospital
SHCC Petition for Adjusted Need Determmation

Fhe relativels Tow MRTuse rate in Ashe County is indicativ e of a Lack of
aceess to services and of the need tor imnereased aceess via a full-time tived
MRI scanner at the hospital.

*  Given the limited access to mobile MRIservices and the inability to
increase mobile availability, itis virtually impossible tor AN to
experience the prowth necessary to triggzer o tixed MRI need
determimation using the standard methodology,

o Ashe County has never had a need determination for a tined MR scanner.

o Thelack of a need determination for a fined MR scanner in Ashe County
has negative cost imphcations for patients and providers

¢ Mobile MRI services are not the most eftective option trom an operational

ar patient perspective,

Approval of this petition will enable AMH to subnut a Certiticate ot Need
application to install the first fixed MREscanner in Ashe County.

1The detaiivd rationale 1= Jdescribed belovw

Reasons Supporting Requested Change:
Mobile MRI Access

AMEL s not-tor-protit hospital Tecated in the Blue Ridge Mountains, in the
northwestern corner of North Carolina, AN 1< g rural hospital that has a
remarkably sophisticated level of cares Recently, AN had the honor of being,
selected the 2006/ 2007 Outstanding, Rural THealth Organization ot The Year.

AMH began oftering MRIservices over T vears agon As the size of the Medical
Staft increased and as patient care protocols trended to regularly utihize
diagnostic MRI AN responded by contracting with a mobile MRI provider to
abtain muobile MRI services. Thiswas the first otfering of NREservices in Ashe
Countv and immediately benetited patients, Historicallv, local residents have
demonstrated anincreasing demand tor MRIEservices by increasing NMRI

utilization cach vear.

Currently, AN s mobile MREservice is available onlv two davs tSunday and
Wednesdav) ecach week. Duc to steadilv increasing volumes and the increase in
medical practice patterns that utilize MRIas a common diagnostic measure,
AMIT has requested additional mobife dave fromn its mobile provider. However,




Ashe Memornal Hospital
SHCC Petiion for Adjusted Need Determination

the mobile vendor has been unable to expand its service to AN due to
commitments clsewhere on their routes,

Additionallv, as an acute care provider with a busy Emergency Department,
AME pecdsto have MRIservices available 24/7 for inpatients and emergencey
cases. Due to lack of availability of 1ts mobile scanner, the hospital sometimes i<
unable to meet the diagnostic imaging needs of some of its inpatients and must
transter them to another facility. Consequently, in 2006, Ashe performed oniyv 75
mpatient NMRI procedures compared to 97 inpatient MR procedures in 2005, I
Tact, last vear, AN had to transter ten inpationts to an alternate tacilitv because
the mobile MRI scanner was not on-site. Transferring inpatients out of the
hospital because of unavailabilitv of o timely MR scan is a ditficult pill to
swallow for a small rural hospital, and 1s costhvy and inconvenient for the patient

and their tanuly,

Based on the Proposed 2008 SMED data, AN is 262 weighted MRI scans (484
umweighted MRIscans) awav trom triggering a need determination tor a tixed
MR scanner, However, given the limited access to mobile MRI services and the
inability to mcrease mebile avatlability, it is extremely ditticult for AN to
experience the J0% growth necessary to trigger a fined MRI need determination.
As mentioned previously, due tolack of availability of it mobile scanner, ANH
perfermed onhy T anpatient MRI procedures in 2000 compared to 97 inpaticnt
MR procedures in 2005,

A stated previoushe, ANMELprovides mobile MRTservices Sunday and
Wednesdayv cachhweeks While AN s pratetul to have this access, providing,
maobile MREservices on Sundavais less thanideal, Inaddition to waiting several
dave to schedule an exam (there is a 10 dav wait for an open MRIappointiment as
of August ), patients in the rural South are reluctant to schedule MRT scans on
Sundavs: theretore, many patients choose to seek alternative, more convenient
MR servicves outside the county. Consequently, AMH's annualized FY2007
utihization (based on October 2006-Tune 2007 data) is projected to decrease by
nearlv 1o,

In summary, despite the best etforts of AN to improve MRIavailability, the
current mobile MR service i< msuatficient to mect the needs of AN and of Ashe
County residentss The mited MRT access, and inconveniont dave of availability
are not cendudive to enabling ANMH to increase its MREvolume, and thereby
trrgger need for afined MRIscanner via the standard SMEP methodology. Ttis
very dear that Ashe County merits an adjusted need determination in

recositton of these unigque arcumstances,

Caa




Ashe Memorial Hospital
SHCC Petition for Adjusted Need Determination

MRI Emigration

Residents of Ashe County are utilizing MRI services, as they and their physicians
recognize the benetits ot this powertul diagnostic imaging, mudaht\ However,
cach vear an increasing number of local patients are forced to travel out of
county for MREservices because they are not readily available locallv,

AMH, the only hospital in Ashe County, is located in the heart of the Blue Ridge
Mountains, The closest fined MRI provider is located nearly 40 minutes S awav in
Boone, According to patient origin information provided b\ the I)n 180N ot

Health Service Regulation (DHSR) Planning Section, in 2006, over T3% of Ashe
County MRI patients travel to Watauga County for MRI services because they
are not available on a full-time basis locally. Tt is important to consider this
statistic from an individual perspective to appreciate the sigrnuticance. As the
tollowing table summarizes, during the past four vears nearly 3,000 Ashe County
residents have had to travel to Watauga County for MRI services,

Ashe County MRI Emigration

A | Ashe County Patients T

‘ Total Ashe County Traveling to Watauga % Emigration to
" Year MRI| Patients B Lounty | Watauga County
2003 693 ._ 49 | 71.6%

. 2004 | 947, 833 eesn

| 2005 1 993 T o 65.6%
2006 | 1,508 1,106 | 73.3%

Source: KK 2006 MRI Patient Origin Repott prov ldL‘d by DHSR Planmnp Section

Please note that in 2006, 1,106 patients traveled to Watauga County for fined MR]
services. This number nearly doubled from the previous vear. Thisissimplyv not
acceptable. B unreasonable to expect that residents of Ache C ounty should
have to trasvel so far outside their own county to obtain time v access to MR
services, Fven tor a rural mountainous community. MRIis considered a
mamstream diagnostic imaging service, and thus should be available locallv ona
full-tme basis, In 2007, there is no sood reasen why North Caroling residents
should travel to a medical center Tocated 40 minutes aw av in another county,
Furthermore, this is not consistent swith the State’s basic health planning
principles of oxpainding access (o services, and ot promoting cost-eftective

(g

approaches,

There are negative implications associated with Jeavi g, Ashe County for MRI
servives. Patiepts mav experience increased costs associated with travel and time
spentaway trem works Ashe County residents are, on average older than




Ashe Memorial Hospital
SHCC Petition for Adjusted Need Determination

residents of North Carolina. According to North Carelina demographic
estimates, in 2007 approximately 19% of Ashe County residents are 65 and older
compared to only 12% in the State!. This is important to consider because of the
need to provide adequate access to fixed MRI services for medically
underserved, i.e. Medicare and Medicaid, Patients may also experience delavs
obtaining diagnoses. It is inconvenient from a patient perspective to travel out of
the county for MRI services that could be expanded locally.  Emigration will
simply continue if Ashe County fails to implement full-time fixed MRI services
amidst its aged population and growing MRI utilization.

Geography

The geographv of the region that AMH serves makes it important for the hospital
to obtain a full-time fixed MRI scanner. The image below illustrates that the
terrain is very mountainous between Ashe and Watauga counties.

Mountainous Ashe County
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Ashe Memonal Hospital
SHCC Petition for Adjusted Need Deterrmination

Consequently, when the mobile MRI scanner 1s not on-site at ANEL a patient
trom Ashe County in need of MR services must experience long, travel times to
receive an MR scan. Winter sweather can create dangerous driving conditions,
making it even more ditficult to travel to a distant county. Many ot the roads in
and surrounding, Ashe County are small, two-lane roads that can become 1cy or
hazardous during inclement weather, inan emergency, it mav not alwavs be
possible for a patient to be immediately transterred to another tacility for MRI
services when the mobile scanner is not on-site at AMIL For these reasons, Ashe
County residents need an adjusted need determination <o that a fised MR]
scanner can be mstalled at ANH.

[he geography of Ashe County can also have a direct impact on ANH < ability to
provide mobile MRIservices: In 2006, AMH experienced at least three or four
davs when the mobile MR scanner could not travel to the hospital because
winter weather conditions, e.g. snow and ice. This is significant when
considering the tact that the mobile MR scanner is only scheduled on site for 104
davs per vear. Further, 2006 was constdered a mild winter; there have been
previons winters svhen AMH has lost several more davs of mobile MR access
because of treacherous driving conditions.

In the recent past. the SHOC has determined that hospitals located in
mountainots reglons udeed have special circumstances that may justity an
adjusted need determination for a tised MR scanner. For example, in 2004,
Flighlands-Cashiers Hospital submitted a petition tor an adjusted need
determination based onits inability to obtain moebile MR services for residents
of NMacon Countyv. Similariy, AN, on behalt of Ashe County residents, now
sevhs an adjusted need determination based on related circuimstances,

MRI Use Rate

Increased AR capabilities have changed the diagnostic approaches to many
inesses and disease states. NRIis the imaging, modality of chorce for anincreasing
number of conditions that local phyaicians see cach dave As a result, MRI utilization
rates are trending upward nationally, in North Caroling, and despite the limited
access, in Ashe County aswells Please see the table below summarizing recent
North Caroling utihzation rates,

{r




Ashe Memonal Hospital
SHCC Petiion for Adjusted Need Determination

North Carolina MRI Utilization Rate History

__'_feir  state Population Number of Procedures [ Use Rate/1000 [Percent Change
2001 8,219,494 485,808 59.10 -
2002 | 8336829 | 543635 | 6521 | 10.3% |
2003 | 8.417.25 . 092888 | 7044 | 8.0%
2004 | 8,562,210 | 653504 | 76.32 8.4

2005 | 8,663,674 719,447 83.04 _ B7%
2006 8,860,341 785,445 ~ BB.65 6.8%

MRI volume data from State Medical Facilities Plans
Totals may not foot due to rounding.

As noted in the table above, in FY2006 the North Carolina MRI use rate swas 88.65
(per LUOU population). Based on population data and MRI patient origin data
provided by the DHSR Medical Facilities Planning Section, Ashe County has
experienced an MR use rate significantiv iower than that of the State.

[0 Y2006, Ashe County’s NIRT use rate was 3830 (1,508/ (25,778 71,000), or 34",
befove the North Carolinag MRT use rate. Fhe Jow use rate in Ashe County is not
the result ot a Jack of teed tor Tocal tined NMRIservices: rather it is indicative of a
Lack of access toservices, and theretore of the need for mereased access to fixed
MERT scanners tor loval residents,

Ashe County has a loswer MR use rate compared to the State because the
existing. hmited mobile MRIservice cannot adequately accommodate current
demand for MR services in Ashe County, This is further supported by the
increasing number ob Ashe County restdents traveling out of county or MRJ
services. Thus, an additional fixed MRI scanner is needed in Ashe County.

SMEP MRI Need Determinations
Asostated previously, AMIT has provided MR services for over 14 vears. Since
the implementation of a MRIneed methodology in the 1999 SMNED there have
been over 100 mdividual need determinations for fived MRI scanners in North
Carolita. Howaever, none of these need determined tised MR scanner have been
awarded in Ashe County.

Fhe MREreed methodoelogy has been moditied three times in the sis yvears sinee
its incluston i the SNIEFPD Fweo of these moditications oecurred in the 2005 and




Ashe Memoral Hosprtal
SHCC Petition for Adjusted Need Determmation

2006 SMEP. In the Proposed 2008 SMEP, AMIT is 262 welghted MRIscans away
from triggrering a need determination for a fised MR scanner. AME supports
the SMED MRI need inethodology; however, based on the tact that in 2006 an
addittonal 455 Ashe County residents traveled to Watauga County for NMRI
services, itis virtuallv impossible for AMH to experience the volume growth (484

umveighted MRIscans) necessary to trigger o fined MRI need determination,

Adverse Effects on the Population of the Adjustment for a Dedicated
Breast MRI Scanner is Not Made

Should this petition not be granted. residents of Ashe County would have to
continue with the status quo. AMIH would continue providing the existing,
limited mobiie MRI sorvices, Ashe County patients requiring, MRI scans will
continue to tace lengthy wait times because the mobile MRI scanner i< only
avatlable on sunday and Wednesday cach week.

Fhe status quois not a cost eitective alternative. patients who need an NR]
scan mav incur an extended stav to have an MRI scan performed. This, inturn,
ncreases AMB < Jength of stav and cost of operations. A« AMI transitions
tonward Lo Critleal Access Status, AN .lhilit_\' to reduce Upt’l‘dtill;“ Costs i
vnlv reduce healtheare costs because the State retmburses Critical Access
hospitals based on cost rather than prospective pavment, Thus, an adjusted
need determination to include one fined MR scanner in Ashe € OUNY IS A cost
ctivctive alternative to the <status U

Maobile MREscanners provide a valuable service to North Caroling; however, it s
not the most cost elfective alternative for Ashe County pativnts. TTospitals and
freestanding tacilities that host mobile MR scanners experience higher costs due
to the fee that must be paid to the mobile provider tor cach MR scan. In Y2006,
AMEs total annual cost related toits mobile MRI service was SEAE, 700 Based
ot AMB S aecess two davs cach week, this equates to an average 54,218 cach dav
(2I3N700 104 mobile davs per vear), Unfortunately, these highor costs must be
transterred to the pdtirnth darnd pravors.

It an adpsted need determination is not eranted tor Ashe County, paticnits arwl
[ l

providers wili CAPUTTENCe INCTeased lh.]l‘?[\'&é and costs, respectively




Ashe Memonal Hospital
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No Unuecessary Duplication of Services

Approving this petition will not result inanyv unnecessary duplication of services
in Ashe County. AMITis the onlv MRI provider in the county. As stated
previoushv, restdents of Ashe County do not have imelv and convenient aceess
to local fined MRIservices, Patients currentiy travel at Teast 40 minutes to
Watauga County tor tised MRIservices. Should AMH obtain a tived NMRI
seanner, 1t would discontinue its mobile NMRT service.

Conclusion

In summary, AMIT seeks an adjusted need determination in the 2008 SMET to
imclude one tixed MRI scanner tor Ashe County, based on the tollowing reasons:

» Ashe County has a high percent of patient emigration seeking MRI
services outside the county.

e The low use rate i Ashe County is indicative of a lack of access to services
ad of the need tor increased aceess toa tised MRD scanner.

e Due to Iimited mobile access, the hospital is sometimes unable to meet the
Jdiagnostic timaging needs of its impatients and must transter them to
another factlity,

o Grven the Bmited access to mobile MR services and the inability to
mcrease mobile availlability, it virtuallv impossible tor AN o
vhvperience the volume erowth necessary to trigeer a fised MR need
Jelermination.

»  Ashe County has never had o need deternimation tor a fived MR sconner.

o [he lack of a need determimation tor a tised MR scanner in Ashe County
has negative cost impheations tor patients and providers

e Nobile MRET services are not the muost etfective option from an operational
or Pdiil'lﬂ pv:‘apm'li\'u.
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200 Hospital Avenue, Suite 3 ¢ Jefferson, NC 28640
Telephone 336-846-7433 ¢ FAX 336-846-7878

Epwarp J, MitLER, M.D. | M. CHan BADGER, M.D.
Vickig F. INgLEDLE, M.D. Mroinpa D. Wonsick, M.D.
August 3, 2007
Mr. Tom Elkins

Medical Facilitics Planning Section
Division of Facility Services

701 Barbour Dnive

2714 Main Service Center

Raleigh, NC 27699-2714

Re:  Pettion for Adjusted MRI Need Determination for Ashe County by
Ashe Memonal Hospital, Inc.

Dear Mr. Elkins:

I am writing in support of Ashe Memorial Hospital's petition for an adjusted MRI nced
determination in Ashe County. As a physician that frequently utihzes MRI1 for evaluation and
diagnosis of many conditions and diseases, I fully support Ashe Memorial's petition for one MRI
scanner in Ashe County to be included in the 2008 State Medical Facihties Plan.

MRI capabilities have changed my diagnostic approach to many illnesses and disease states,
as | suspect they have for many of the physicians in the medical community. MRI scanning is oficn
the more superior imaging modality for an increasing number of disease states we see each diay.
But presently, my patients must wait several days to get an MRI scan in Ashe County. It is
essential for patients to have timely access to MRI services.

Ashe County is also experiencing increases in population growth and an increasing demand
for medical scrvices, especially MRI, In order for the local medical community to remun
responsive to patient care needs, it is vital that Ashe County have adequate resources to
accommodate demand.

For thesc reasons, | fully support Ashe Memorial's petition for an adjusted MRI need
determination for Ashe County.

Sincerely,

‘Y' N?;**

Vickie F. Ingledue
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1336) 846-7238 ris Campbell, MD.
s FAMILY MEDICINE

All Physicians are Board Certijied by the American Academy of Family Physicians

August 3, 2007

Mr. Tom Elkins

Medical Facilities Planning Section
Division of Facility Services

701 Barbour Drive

2714 Main Service Center

Raleigh, NC 27699-2714

Re:  Petition for Adjusted MRI Need Determination for Ashe County by
Ashe Memorial Hospital, Inc.

Dear Mr. Elkins:

I am wniting in support of Ashe Memorial Hospital's petition for an adjusted MRI need
determination in Ashe County. As a physician that frequently utilizes MRI fer evaluation and
diagnosis of many conditions and diseases, I fully support Ashe Memorial’s petition for one MRI
scanner in Ashe County to be included in the 2008 State Medical Facilities Plan.

MRI capabilities have changed my diagnostic approach to many illnesses and discase states,
as [ suspect they have for many of the physicians in the medical community. MRI scanning is ofien
the more superior imaging modality for an increasing number of disease states we see each day.
But presently, my patients must wait szveral days to get an MRI scan in Ashe County. It is
essential for patients to have timely access to MRI services.

Ashe County 1s also expenencing increases in population growth and an increasing demand
for medical senvices, especially MRI. In order for the local medical commumty to reman
responsive to patient care needs, it is vital that Ashe County have adequate resources to
accommodate demand.

For these reasons, I fully support Ashe Memorial's petition for an adjusted MRI need
determination for Ashe County.

Sincerely, e
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Chauncey B. Santos. M.D. P.C.
Onthopedic Surgeon
FO. Box 880
Telephone (336) 8461222 _ Jetterson. NC 28649

Aupust 3, 2007

Mr. Tom Elkins

Medical Facilines Planning Section
Ervision of Facility Services

701 Barbour Drive

2714 Main Service Center

Raleigh, NC 27699-2714

Re:  Petition for Adjusted MRJ Need Determination for Ashe County by
Ashe Memonal Hospital, Inc.

Dear Mr. Elkins:

I am writing in support of Ashe Memorial Hospital's petition for an adjusted MRI need
determination in Ashe County. As a physician that frequently utilizes MRI for evaluation and
diagnosis of many conditions and diseases, I fully support Ashe Memonal's petition for cne MRI
scanner in Ashe County to be included in the 2008 State Medical Facilitics Plan.

MRI capabilitics have changed my diagnostic approach to many illnesses and disease states,
as I suspect they have for many of the physicians in the medical community. MRI scanning is ofien
the more superior unaging modality for an increasing mamber of disease stales we see each day.
But presently, my patients must wait several days to get an MRI scan in Ashe County. It is
essential for patients to have timely access to MRI services.

Ashe County 18 also expenencing mcreases in population growth and an increasing demand
for medical services, especially MRI. In order for the local medical community to remain
responsive (o patient care needs, it is vital that Ashe County have adequate resources 10
accommodate demand.

For these reasons, 1 fully support Ashe Memorial’s petition for an adjusted MRI nced
determination for Ashe County.

Sincerely,

Chauncey antos \A D.PC.
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Medical Facilivies
SHCC Public Hearing Presentation Comments for Planing Secrion
Adjusted Need Determination for Fixed MRI Scanner in Ashe County

July 13, 2007

Good afternoon, my name is R.D. Williams. [ am the Chief Executive Officer at

Ashe Memorial Hospital. 1 am here today to speak on behalf of our petition for

an adjusted need determination for one fixed MRI scanner in Ashe County to be
included in the 2008 State Medical Facilities Plan. We will submit the petition to
the Medical Facilities Planning Section by the August 37 due date.

Ashe Memorial Hospital is a not-for-profit hospital located in the Blue Ridge
Mountains, in the north-western corner of North Carolina. Ashe Memorial is a
rural hospital that has a remarkably sophisticated level of care. Recently, we had
the honor of being selected the 2006/ 2007 Qutstanding Rural Health
Organization of The Year. Our hospital is the only provider of MR services in
the county; however, due to mobile MRI availability, access is very limited for
local residents. Thus, we are requesting that a need determination be included in
the 2008 SMFEP for a fixed MRI scanner in Ashe County. There are a number of
reasons that justify an adjusted need determination:

Ashe Memorial began offering MRI services over 14 years ago. As the size of the
Medical Staff increased and as patient care protocols trended to regularly utilize
diagnostic MRI, Ashe Memorial responded by contracting with Alliance Imaging
to obtain mobile MRI services. This was the first offering of MRI services in Ashe
County and immediately benefited patients. Local residents have demonstrated
an increasing demand for MRI services by increasing MRI utilization at Ashe
Memorial each year.

Currently, our mobile MRI scanner is available only two days (Sunday and
Wednesdayv) each week. Due to steadily increasing volumes and the increase in
medical practice patterns that utilize MRI as a common diagnostic measure, Ashe
Memorial Hospital has requested additional mobile days from its mobile
provider. However, Alliance Imaging is unable to proyide any additional days
to us.
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Additionallv, as an acute care provider with a busy emergency department, Ashe
Memorial needs to have MRI services available 24/7 for inpatients and
emergency cases. Due to lack of availability of its mobile scanner, the hospital
sometimes is unable to meet the diagnostic imaging needs of some of its
inpatients and must transfer them to another facility. In fact, last year, we had to
transfer several emergency and inpatients to an alternate facility because the
mobile MRI service was not on-site. Consequently, in 2006, Ashe performed only
75 inpatient MRI procedures compared to 97 inpatient MRI procedures in 2005.

Ashe Memorial Hospital, the only hospital provider in Ashe County, is located in
the heart of the Blue Ridge Mountains. The closest fixed MRI provider is located
nearly 40 minutes away i Boone. According to patient origin information
provided by the Division of Facility Services Planning Section, over 65% of Ashe
County MRI patients must travel this distance for MRI services because they are
not readily available locally. This is simply not acceptable from our perspective.

The geography of the region that Ashe Memorial serves makes it important for
us to provide fixed MRI services. The terrain is very mountainous between Ashe
and Watauga counties. Consequently, a patient from Ashe County in need of
MRI services when the mobile MRI scanner is not located at the hospital must
experience long travel times to receive an MRI scan. Also, winter weather can
create dangerous driving conditions making it even more difficult to travel to
fixed MR[ sites. Many of the roads in and surrounding Ashe County are small,
state roads that can become very icy during inclement weather. Inan
emergency, the chance exists that a patient mav not be immediately transferred
to another facility for MRI services. For these reasons, it can be extremely
difficult for residents of Ashe County to travel outside of the county for MRI
SOTVICes,

Based on the Proposed 2008 SMFP data, Ashe Memorial is onlv 484 MRI scans
away from triggering a need determination for a fixed MRI scanner. However,
given our limited access to mobile MRI services and the inability to increase
mobile availability, it is extremely difficult for Ashe Memorial to experience the
40% annual growth necessary to trigger a fixed MRI need determination. As [
mentioned previously, due to lack of availability of its mobile scanner, Ashe
performed only 75 inpatient MRI procedures in 2006 compared to Y7 inpatient
MRI procedures in 2005. [t is virtually impossible for us to trigger a need
determination due our limited mobile MRI access.

Another reason that supports our petition for an adjusted need determination is
the fact that MRI utilization in Ashe County is far below the State’s average use

rate. Ashe County’s MRI use rate 1s less than half of the North Carolina MRI use
rate. The low use rate in Ashe County is not the result of a lack of need for local
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fixed MRI services; rather it is indicative of a lack of access to services and of the
need for increased access to a fixed MRI scanner for local residents. Ashe
Countv’s projected population growth further emphasizes the need for access to
a fixed MRI scanner; otherwise the county use rate will continue to represent an
underserved population.

The lack of a need determination for a fixed MRI scanner in Ashe County has
negative cost implications for patients and providers, and thus adversely effects
this population. Small rural hospitals, like Ashe Memorial, that host mobile MRI
scanners experience higher costs due to the fec that must be paid to the mobile
provider for each MRI scan. Unfortunately, these higher costs are often
transmitted to the patients. As a current provider of mobile MRI services, Ashe
Memorial calculates that, on average, approximately 5300 per scan is paid to the
mobile MRI provider. Thus, in FY2006, this equates to approximately $369,000 in
fees that were paid to our mobile MRI provider. These costs are passed along to
CONSUMErs.

Finally, aside from the lack of availability, mobile MRI services are not the most
effective option from an operational or patient perspective. For example,
reliability is not equivalent to that of fixed scanners. Each year Ashe Memorial
experiences several days when its mobile MRI scanner is down due to factors
associated with travel of the mobile unit. This results in an unnecessary delay of
patient access to MRI services.  Additionally, physical access to mobile service is
less than ideal, because mobile MRI scanners are physically located outside a
facility on a concrete pad. Phvsical access to mobile MRI scanners can be
especially problematic in inclement weather. This creates an unnecessary burden
for patients, especially the elderly or patients already in pain.

In summary, Ashe Memorial seeks an adjusted need determination to include
one fixed MRI scanner in Ashe County in the 2008 SMFP, based on the fotlowing
reasons:

»  Due to limited mobile access, the hospital is sometimes unable to meet the
diagnostic imaging needs of its inpatients and must transfer them to
another facility.

o The low use rate in Ashe County is indicative of a lack of access to services
and of the need for increased access to a fixed MRI scanner.

e The lack of a need determination for a fixed MRI scanner in Ashe County
has negative cost implications for patients and providers

» Mobile MRI services are not the most cffective option from an operational
or paticnt porspecti\'c.

e Given our limited access to mobile MRI services and the inability to
increase mobile availability, it is virtually impossible for Ashe Memorial
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to experience the 40% annual growth necessary to trigger a fixed MRI
need determination.

We feel there is a clear need for an additional fixed MRI1 scanner in Ashe County.
Woe hope you will support us in this effort by approving this petition for an
adjusted need determination. Thank you.
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PETITION FOR AN ADJUSTED NEED DETERMINATION
FOR ONL FIXED MRI SCANNER FOR GUILFORD COUNTY

S Heab By angy,
PPetitioner: RECI I,

Greensboro Orthopacdios. 17 A

1T Benjanun Parkway

Creensboro, NC 2740815 1X MEA FAcinis
Secrion.

John S, Nosek, MIPPA, CNPE

[xecutive Thredlor

ERTREEN N )

To:
NMedical Tacihitios Plannmy, Seclion
[hyision ot Health Service Reeudation

2N Sserviice Center

Ralereh, N 260271

Regquested Change:
Carecnshara ¢ ‘I’”]l‘}’dl'\iil"ﬁ, [V (GO ) seeks an dli][]"\tl’li NMED neod delermination,
specitiically o lode one xed MR scanner o Gailtord County i the 2008 State

Modical Favibines Plan (S8 TH

Fherc are o menber of reasons that justity ancadjosted need deternonation




Crivce tishaoires {)f'”lfrflf-'n't'(hi VA
Dottt Mdpeacd VERE Ncod Percrmanatom

I he MREutihization m Canttord County s well above the State’s average use rate

o  Canltord County has an unreasonably low ratio of tixed MR scanners (o
population compared 1o other similar counties.

e Guiltord County had the second highest mobife attlization i 1Y 2006 ot afl North
Caraling counties, and ats propartion of mobtie MR scans to tatal MRY scans is
INCTeaS T

o O the 12 counties with Tived MRT need determinations imcthe Proposed 2008
SNEP, tine has e g Josweer populabion to tixed MRIratio than does Canftord
County

o Lhe percentage of Guiltord Countys residents swwho obtain MRI scans i other
counties has been steadily increasing, the past three vears,

= Because of the high Tevel of mobile MR atilization in Guailtord Coanty, the lack
ol o need determimation tor an additional tised NMRT scanner in Coeiltord County
has negative costaimplications tor patients and providers, thus ads ersely cttects
this population,

o Mobile MR services are not the most eftective oplion trom an apetational or

Paticnt perspectin e,

Vprpronal of Uas poetition soll coable any chicable applicont the apportunite te subnnl
competitive Certitioate ol Need apphontions proposimss the best plan tor ackdiion ot

Povcd VIR scanner i Gyatbord County

[l ddctoded rationale s desortbed below

Mobile MRI Utilization

Currenthe Gurhord County has Tour providers that are oxclusively mobale siles
creensboro Orthopacdios, Caaltord Nearosurgical, Fhgh Pomt Orthopacedios and
Sontheastern Orthopacdic Speaialistss In Y 2006, these four providers pectonned

T uss nobile MR procedares Tnaddition, three other mobile NIRT Bost sites
portorimed anadditionagl 5085 mabale MR procedures, Tor a total of 17,073 maolnle MR
Provedies pertormed  Guitllord County o This s the second hivhest utilization o
mobile NMRTserviees in North Carohma, behind only Mecklenbure County, which has o
popalaton nearby bvice as larpe as that ol Gaotltord Counts. The table Delose prosades
chie NMREutlation ter the tencountios soith the highest mobalo MR audizanon im
Py e
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FY 2006 Mobile MR! Utilization

Top 10 Counties

: County | Mobile

MECKLENBURG | 20,118
GUILFORD f 17,673
WAKE | 10,645
NEW HANOVER 10,362
FORSYTH 7.356:
MOORE 6,664
CATAWBA 6,592
GASTON | 4,203,
ONSLOW 3,659,
RUTHERFORD 3.360°

Source: Proposed 2008 SMFP

Pho Dy oo cone e not anancmads o For the past three vears, mobile abibization i

Conthond ceanty boecacadily mereased Tnctact, mobade atithzatom o Coanltord © o

tricocted a seed tor a tixed MIREscanner e the 2000, 20072, 2003 and 2005 SN EP

It

tollow ine table provides Tustorical mobile MR et ation tor Canltord C ooy

Guilford County Historical Mobile MR| Utilization

|
|

FY2000-FY 2006

' Mobile
Year Utilization
2000 | 6,217
2001 . 8,905
2002 | 11,058
2003 | 13.194
2004 14,680
2005 15.307
2006 17.673

% Increase !

43.2 .
24.2.
19.3-
11.3.
4.3
15.5.

Source: 2007 2007 SMFP. Propased 2008 SMFP
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As shown i the provieus tables mobile MRUutihization in Guiltord County experienced
anaverase antwal imcrease of over IR trom 2000 1o 20060 This s a direct mdication ot
the necd tor mereased access to tived SMREservices, Clearly, speclal drrcamstanees evist
1 Gunltord County with recard to utilization ot molale MR services that necessitate the
nevd tor additionat fived MREacoess GUC Delieves an adjusted necd Jdetermimation tor
ene additional tived NMREscanner in Guiltord Counte will provide much needed Tocal

sty ioes that soll be dugehIv wiilzed,

Fixed MRI Scanners in Guilford County

I addition techaving high otilization of MEservices, demographic data also
demonstrates a chear necd for inereased access to Hved MREservices in Cuillord

Coonntsy

Currentlv s there are ten operational MR scanners o Guiltord County . This s
isproportionate tothe prowimg population in Guibord County ¢ ciaparativedy, of the
seven et populoes coanties in North Carolima, Canltord County has the second worst

catac o e TR scammcorsoro popalation Please reter fo the table boebow

Fixed MRI Scanner to Population Ratio
Most Populous North Carolina Counties

Total Magnet to

2006 2011 % Fixed Population
County Population Population Change Magnets Ratio
Wake 789,969 933.711 18.2" 11 71.815
Guilford 449,071 481,855 7.3"% 10 44,907
Cumberland 306,545 314,202 2.5 7 43,792
Mecklenburg 826,897 952,975 15.2 19 43,521
Forsyth 331.851 356,188 7.3" 14 23,704
Buncombe 221,327 238.214 7.6 10 22,133
Durham 246825 266,860 8.1. 12 20,569

et v Uroponed JO0B SMEP. NC State Demographics ]




Crogoaisdur ()f'fi"f:r)fl[,rt Was, P
)Iht'r‘.'.'frfﬂ Iu’f“*h :/’ 1;(‘\’; \t'L o f]t Lo e

P orsvth Connty pwindch s adjacent to Guiltord ©ounty ) Baas a tar more tavorable ratio ot
fixed MREscanners to population. Notablv, however, in 2000 Galtord County had
pupulation 3o higher than that of Forsvth County o Also, Bupcombe County, which
las o popatation less than hall that of Caaltord County, has the same number of fined
MR scanoers c1th as Guiltond County s Both of these examples are inconsistent with the
principle of cguitable access tohealthoare services in North Caroling

A the populiation contmues to increase ad the medical community continues o grow,
there 1s ne mdication that the trendmgy increase of NIRRT scrvices m Guiltord County aweill

haneean the near tuture,

Guilford County MRI Use Rate

Improved MR technolopy and capabilities have eohanced the dlinteal diagnostic
approaches o many ilnesses and discase states As a vesult, MRS otten the imaging
maodality of choee taran imcreasimg, number o conditions that local physicians seek to
diaenose cach dav s aresult, MRPuthzation rates have greathy increased. The North
Carchoa MREntlization rate was SRCTprocedures per OO0 popuadation nr 20060 Tn the las

1

P e e i b Sontis oo NIRRT tse tate tne reased D ol

MR athzaton ates tor mdividuai counties m North Carolina are trendng upaward as
cocll Resndents o Gaanbrord Cornty and therr phvsicnns recovnize the valuable henetits
of MERTservioes g result MR services are baehbv utilizedn Ganbrord Coantv - The
Proposed 2005 SN whow s Gonltord Coanty as havme o hieher MR use rate

cornjrared o the North Carolima average

2006 MRI Use Rate per 1,000 Population

MRI Procedures |  Population ‘l MRI Use Rate
Guilford County . 52.235 449,071 i 116.3
North Carolina 786.150 8.860.341 a 88.7

Source Proposeod 2008 SMEP, NC State Demographics thtlp: ! ."demog,slate.né.us S updated 2006,

Gk gt canbherd oty provides NMREservices over ST abowe the Siate
RN Cracn enitond Counny bas the B Taghost MRT Gae vate por 1000 popatation

ool et e e Nnth Cuenebie Please reder o the tatr]e bl
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2006 MR1 Use Rates by County

{ # of Procedures . 2006  MRIUse
_ County . Fixed Mobile! Total ' Population |  Rate |
MOORE 12704  6.664 | 19.368 82,288 235.4
ORANGE 25,610 - 125610 123,762 206.9
| FORSYTH | 60,024  7.356 | 67.380 331,851 203.0
' BUNCOMBE | 40,405 156 | 40.561  221.327 183.3
| DURHAM . 43,735 1,290 | 45025  246.825 182.4
| PITT | 24.554 843 25.397 146,398 173.5
' HERTFORD 2,036 2.018| 4.054 23,901 169.6
| CHOWAN - 2,438 2.438  14.677 166.1
. CABARRUS 24,910 5751 25,485  157.176 162.1
NEW HANOVER © 16,292 10362 ' 26,654  184.116 144.8
CATAWBA 13.910  6.592 20.502  151.126 135.7
CRAVEN 12.181 12,181 95.566 127.5
IREDELL 16.850 308 17.158  145.232 118.1
GUILFORD 34,562 17.673 1 52,235  449.071 116.3

Seree s Proposed 2008 S8EP NC State Demographics thttp: s sdemog state.ne.us /) updated 2006

Boelow g table shosng the North Carehma counties that had the mostU NIRRT acans
durmge EY 10000 N showon, Canllord Connty hosted the dth Tareest maber of MR
seatts o i TO0 N orth Carolima connties
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Highest Yolume MRI Counties in North Carolina

. County | Fixed iMobile: Total 1
'MECKLENBURG . 68,428 | 20.118  88.546
FORSYTH | 60.024 - 7,356 67.380
WAKE 45,047 . 10,645 . 55,692 -5
(GUILFORD | 34562 17,673 | 52.235
- DURHAM 43735 1.290, 45,025 |
BUNCOMBE 40,405 156 | 40,561

 CUMBERLAND 28,410 383 | 28.793
| NEW HANOVER 16,292 | 10,362 | 26.654
| ORANGE . 25.610 01 25.610
. CABARRUS | 24910 5751 25,485

! t 1
PITT |

t '
| 24,554 843 25,397 |
Saources: 2008 SMFP

Choeno e edho oo tha NIRE eeaos oot G o b ainsdized service fon Gaatdtond

[N RN

I addition to bemy, North Carolima s 3 most popalons county, CGanlbord County s also
chic of the State s primary beabth care centers Ganltord Counts hosts Larye medical
contersand s ome toalaree number o phyvacans and othey provider professionals
~ucheas Covensboro Orthopacdios) representing, practically evers medical specialty and
sub-specialte Phese providers serve not only restdents of Canltord Coonty, bat also
restdents of nerchbornng conmties and residents trom throvehout North Carolino and
admcentstates  As g result it s important that the conmte s resources have the capaaity

tesaccormmuodate this current and eroscing: demuand

Eorther. of the T2 Nortly Carobmer coumities tor s hicds Hiee Croposed 2008 SN indicates
cecd deberimmation ber anodditional trsed NTRE <coammer tome soaantios have at least
care Fevedd N scamiier, and of those, <ix have o loseer population to tised NRE scanner

rotro tho o< Canltord © oty Please see the table Delow
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Proposed 2008 SMFP MRI Need Determination Counties

Total Magnet to

2006 2011 % Fixed Population Need
County Population Population Change Magnets Ratio Determination
QOrange 123,761 131.195 6.0 7 17.680 1
Forsyth 331.85¢ 356.188 7.3 14 23.704 1
Craven 95,566 39.884 4.5 3 31.855 1
Jackson 36.312 38.478 6.0" 1 36,312 1
Surry 73.000 75.230 31 2 36.500 1
Vance 43,925 45,204 2.9 1 43,925 1
Guilford 449,071 481,855 7.3% 10 44,907 0
Lenorr 58.170 57.910 0.4 1 58,170 1
Carteret 63,557 66,856 5.2°. 1 63,557 1
Wilkes 66,924 68.130 1.8 1 66,924 1

Source Proposed 2008 A HC State Demographics ibttp: - /demog.state.nc.us/ 1 updated 2006

P addition the percontaee of Gaatord Comet residents soho obtam MR -cans m other
cottties hos becn steadiiy cnoreasine the pasbibree Cears wcshiosonron thie fable Drelos
durine FY 2000 coer 1YL ob Gunhrord Count resdents Bad To obtam an AR scon

cutside the county s represents a By P tease from Yy 2ol

Qut-of-county MRI Scans
Guilford County Residents
FY2003 - FYZ2005

% of

Total

Year Scans
2003 . 9.1
20041 9.7
2005 130
2006 . 13.2

Suurce MREPatient Qouin Data . Meow gl Facibities Planmng Section

Piresc b o cosbome indicatton cb the fiomded coces= e NIRRT services watlim Gianltord
crvan Doerdier opreside by ed el co e e aal that Crnitord ©oami

~
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hove aromyentory of tived MK scanners that s proportionate to the population secking

<l seryioes

No Unnecessary Duplication of Services

Creensbora Orthopacdies has established that Gunhiord County currently has an
unreasonabiv Tow ratio ot fived MR scatmers o population compared to other sinular
counties. This petition also contaims evidence that a growimg percentace of the NMRI
scans pertormed on Guittord County residents are obtamed myanother county - This
provides tarther evidence that an additional fived MREscanner s needed i Gaailtord
County . Also, members of the medical commumities m Canlrord Coanty indicate that
an additional tised MR scanner i the local conmuenity swill increase aceess, alleviate
capacitiy constratnts onexisting, providers,and will better serve the communitny s MR
needs  Clearly theretore, addition of another fixed MR <canner i Guitlord County s
not unmecessary dupheation Silarhv, Guittord County had the second hichest mobile
utilizaton n PY20e of ol North Carolinag counties, Thi< i< aditect indication of the

Nevd tor inereased aovess o bised MR services

Adverse Effects of No Adjustment to the Need Determination

Should this petition ot be prarted. Gudtord ©oamty would have to contmue soth the
statts quo - The exesting tived and mobde providers wonld contipe providime the
cxtstine NMREsersices swathotherr present madeaaate capacity Thoswevers siven the
“eady inercase of MR utthzatton m Canliond County, this s nota viable alternative
Fhe table belonw provides hastorical MREubiiizatiom o Ganllord € ounty

Guilford County Historical MRI Utilization
FY2001-FY2006

MR -
| Procedures . % Increase |

2000 40489 21.1

2002 a; 4.4

2003 46,244 9.5

2004 50.912 10,1
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2005 53569 5.2

2006 52.235 2.5
Source: 2003 7007 SMEP. Proposed 2008 Smi P

I the past frve vears: Gultord County has expertenced o total moreasem MR

P cJdures ol oser Y0 A roes tosty stated i this Pl'““l‘ll, the mobile AN
ulitizatton has marcased much taster, ISP durimg the same He-vear pertod. As o
vesult. the proportion of maobile NMREscans pertormed in Guailtord County has risen
Froon IR ot total MR scans in 2007, to nearly 310 of total MR <cans o 2000 Mlease

see the table Delons

Guilford County Mobile MRI Utilization Ratio

Mobile Total % Mobile of

Utitization  Utilization Total
2000 6.217 33.428 18.6
2001 8.905 40,489 22.0
2007 11.058 A42.251 6.2
2003 13.194 46,244 8.5
2004 14,680 50.912 28.8
2005 15.307 53.569 286
2006 17,673 52.235 33.8

Source: 2003 7007 SMEP. Proposed 2008 SMEE

Vs oprevicush discussed the ratio ot tised NIRE providers o popalation s abreads less
arvorable than comparative and surrounding counties, and Canltord Coanty corrently
Ieis the ~ccond Larcestmobile NIRFyolome sethe State These tackors comlaned sake

thic ot v unaceeptabie tram a plarne and pativBtaccess porpociing

Site P Greensbora Onthiopacdies Das provided imobile MR services m Cantrord
Counte Currenthe aomobade MR scanner s enosite and operational toe daos cach
Aecks Whiie Cocersbore Orthopacdios vatues the services comobaie ML w e
crencides tonthe conumnty eas ot the st ctbec e option trom an operaliona|
padicrot s cost poerspectioe Brestrehale b s netequneadent tootha oo pved scainiers

Foach ovanr GO0 evperienees several don s chen seosmetn e NIRE oo s dos e dhae o
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Factors assocrated wath travel of the oobabe vt This results mvan unnecess=ary delay ot
}h]lit'l]l doeeess Lo MR services Second, ],‘h\ sival aceess loomobile service s Joss than
ndeal because mobile MEEscanners are phyvsically located oatside a tacilite on g
concrele pads Adcess tomebile MR scanners can be espectallv problematio i
mclement weather, or durmg davs ot extrene hot or cold temperatures, This areates an

unnccessaiy burden tor patients: espectathc the elderly or patients alreads i P

I xsting providers ot mebile MR services i Ganliord are readhing, practical operatunig
capacity. For example, Grreensbore Orthopacdic’s mobile MR utilizabon, afthouyh the
highestin the county, has been relatively ot tor the Tast two vears, compared to the

srowth m previous vears

Greensboro Orthopaedics, P.A,
Mobile MRI Utilization
FY2001-FY2006

Year | MRI Scans I% Increase
FY2001 2,646 .
Y2000 4238 602
FY2003 4,582 8.1
FY2004 5128 119
FY2005 05288 31
FY2006 5.526 4.5

Source: 2005 2007 SMFPs. Proposed 2008 SMEE

Il s due tothe tngh atthzation o mebile MEREservices at Creensbore Orthopaedios
and the Tack of additional capaaty Asstated previoush, GOC has operational aceess to
amoib]e MR scanner tive dovs cachhweck e b the carrent atthzaton of 1s exastne

fovcbide SR services arwd the ameount \iu'\x'l‘.hnlv\'\}‘vr'u-rm-\i v v ear . G0 G ot able
pcelle MR capaot s linnted threuy hout the Seate

Pivial v there are nesativ e cosbimphications assosiated withomamtammge thee statas e
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SHCC Public Hearing Presentation Comments for
Adjusted Need Determination for Fixed MRI Scanners in Guilford County
July 20, 2007

Good afternoon, my name is David Meyer. I am a consultant to Greensboro
Orthopaedics. | am here today to speak on behalf of their petition for an
adjusted need determination for one fixed MRI scanner in Guilford County to be
included in the 2008 State Medical Facilities Plan.

Approval of this petition will enable any eligible applicant the opportunity to
submit competitive Certificate of Need applications proposing the best plan for
addition of a fixed MRI scanner in Guilford County.

There are a number of reasons that justify an adjusted need determination in
Guilford County:

Historically, mobile MRI utilization has played an important role in determining
need for fixed MRI scanners in Guilford County. Mobile utilization in Guilford
County triggered a need for a fixed MRI scanner in the 2001, 2002, 2003 and 2005
SMFPs.

Currently, Guilford County has four MRI providers that are exclusively mobile
sites. In FY2006, these four providers performed 11,988 mobile MRI procedures.
fn addition, three other mobile MRI host sites performed an additional 5,685
mobile MRI procedures. This is the second highest utilization of mobile MRI
services of any county in the State. The scans performed at these sites are
indicative of a greater need for at least another fixed MRI scanner based in
Guilford County. Clearly, special circumstances exist in Guilford County with
regard to utilization of mobile MRI services that necessitate the need for
additional fixed MR! access.

Second, Guilford County has an unreasonably low ratio of fixed MR scanners to
population compared to other similar counties. Specifically, of the seven most
populous counties in North Carolina {counties with populations exceeding
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davs when its mobile MRI scanner is down due to factors associated with travel
of the mobile unit. This results in an unnecessary delay of patient access to MRI
services. Additionally, physical access to mobile service is less than ideal,
because mobile MRI scanners are physically located outside a facility on a
concrete pad. Physical access to mobile MRI scanners can be especially
problematic in inclement weather, or during days of extreme hot or cold
temperatures. This creates an unnecessary burden for patients, especiaily the
elderlv or patients already in pain.

In summary, Greensboro Orthopaedics seeks an adjusted neced determination to
include one fixed MRI scanner in Guilford County in the 2008 SMFP, based on
the following reasons:

» Guilford County had the second highest mobile utilization in FY2006 of all
North Carolina counties.

e Guilford County has an unreasonably low ratio of fixed MRI scanners to
population compared to other similar counties.

¢ The MRI utilization in Guilford County is well above the Statc’s average
use rate.

e Of the 12 counties with fixed MRI] need determinations in the proposed
2008 SMFP, nine have a lower population to fixed MRI ratio than does
Guilford County.

» Because of the high level ot mobile MRI utilization in Guilford County,
the lack of a need determination for an additional fixed MRI scanner in
Guilferd County has negative cost implications for patients and providers,
thus adversely effects this population.

¢ Mobile MRI services are not the most effective option from an operational
or patient perspective.

We feel there is a clear need for an additional fixed MRI scanner in Guilford
County. We hope you will support us in this effort by approving this petition for
an adjusted necd determination. Thank you for providing us with the
opportunity to discuss this important issue,
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PETITION FOR AN ADJUSTED NEED DETERMINATION FOR
DEDICATED BREAST MRI SCANNER FOR H5A 1

Petitioner:

Hope - A Women’s Cancer Center
100 Ridgefield Court

Asheville, NC 28806

(828) 670-8403

David J. Hetzel MDD, FACOG, FACS
Nathan Williams, MDD, FACS

Tim Vanderkwaak, M), FACOG, FACS
C. Blair Harkness, M., FACOG

Requested Change:

Hope - A Women’s Cancer Center is dedicated to providing, the finest
Gynecologic and Breast Oncology services in western North Carolina and
petitions for an adjusted need determination for one Dedicated Breast MR
scanner for HISA T in the 2008 SMFP.

Reasons Supporting Requested Change:

Breast cancer is the most common cancer among women. Every three minutes a
woman in the United States is diagnosed with breast cancer. In 2006, an
estimated 212,920 new cases of invasive breast cancer are expected to be
diagnosed, along with 61,980 new cases of non-invasive breast cancer. And
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10,970 women are expected to die in 2006 from this disease!. This risk has
increased dramatically over the past four decades. Today the chance of
developing invasive breast cancer at some time in a woman’s life is about 1Tin 7.
In 1960, the chance of developing invasive breast cancer was only 1 in 20.
Women living in North America have the highest rate of breast cancer in the
world2.

The North Carolina Central Cancer Registry (NCCCR) projected that 6,335
women in North Carolina would be diagnosed with breast cancer in 2005, In
HSA 1 the NCCCR projects 1,140 breast cancer cases or almost 18% of the total
North Carolina breast cancer cases in 20053,

For breast cancer, early detection saves lives. For example, almost 98 percent of
women who are diagnosed with breast cancer in the carliest stage survive the
disease, whereas only 26 percent survive if the disease is diagnosed in the most
advanced stage. The opportunity for disease control and for reducing the
number of cancer deaths rests with prevention and carly detection so that
trcatment of the disease can be effective. This is the foundation of our petition
for a dedicated breast MRI scanner in HSA L

Hope is aware that the 2006 State Medical Facilities Plan inctuded an adjusted
need determination for a dedicated and spectalized breast MRI scanner. This
adjusted need determination was the result of a petition submitted by Novant
Health in Winston-Salem. This petition was based on American Cancer Socicty
(ACS) Guidelines that were released in 2003 stating women might benefit from
additional screening strategies bevond those offered to women at average risk.

The evidence that was available at the time of the 2003 ACS Guidelines was
insufficient to justify reccommendations for additional screening approaches,
such as MRIL. The ACS recommended that decisions about screening options for
women at stgnificantly increased risk of breast cancer be based on shared
decision making, after a review of potential benefits, Jimitations, and harms of
different screening strategies and the degree of uncertainty about each.

Nonctheless, the State Health Coordinating Council (SHCC) and North Carolina
Division of Health Service Regulation (DHSR) staff determined that expanding
dedicated breast MRI imaging in the State could be important.  The Breast Clinic
MRI, 1.1.C (Forsvth County, HSA 1) was awarded a CON for the dedicated
breast MRI scanner; that project is currently under development.

b aewsy hreasteancer.org
* American Cancer Socicty
" North Carolina Central Cancer Registry, 2005 Profiles

[R*]
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New evidence on breast MRI screening has become available since the ACS last
issued guidelines in 2003. A guideline panel has reviewed this evidence and
developed new recommendations for women at different levels of risk.

According to the ACS, women with a genetic predisposition to breast cancer,
and/or those with a family history of the disease, should undergo annual MRI
screening along with routine mammograms. Specific guidelines were released in
March of 2007 identifving the women who should have a breast MRI scan. These
guidelines include:

e Those who are BRCA mutation carricrs;

s  Women with first-degree relatives who are BRCA mutation carriers;

e  Women with a 20% to 25% lifetime risk of breast cancer based on family
history;

+  Women who had radiation treatment to the chest between the ages of 10
and 30; and

¢ Women with Li-Fraumeni, Cowden, or Bannayan-Riley-Ruvalcaba
syndromes?.

The guideline states that, for high-risk women, screening with MRI and
mammographyv should begin at age 30, These new guidelines demonstrate that a
much larger population can bencfit from breast MRI screening compared to the
2003 guidelines. A copy of the ACS report has been included with this petition.
Based on the 2007 ACS guidelines, geography and demographic data, need for a
local dedicated breast MRI scanner is strongly indicated to most appropriately
serve residents of HSA'L

As stated previously, one guideline for identifving women who should have a
breast MRI scan are those who are BRCA mutation carriers. The prevalence of
BRCA mutations is estimated to be between 1/500 and 17100 in the general
population®. This equates to approximately 445 Buncombe County residents and
over 2,700 women in HSA 1 who could benefit from an annual breast MR]
scanner. Please refer to the table below.

* Saslow et al for the American Cancer Socicty Breast Cancer Advisory Group, Amencan Cancer Society
Guidelines with MR1 as an Adjunct o Mammuography, CA Cancer ) Clin 2007, 37.75.84

Petrucelli N, Daly MB, Culver JOB, et al. BRCAY and BRCAZ Hereditary Breast Ovarian Cancer. Gene
Reviews, December 28, 2006,
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2007 Estimated BRCA Mutation Carriers - HSA |

b FT M | 2007,
| ALLEGHANY 22
ASHE 59
WATAUGA 87
'WILKES o | 137
AVERY 37
ALEXANDER _ 73|
CALDWELL 159
MITCHELL 33
BURKE ] 180
CATAWBA 307
| YANCEY 37|
MCDOWELL 89
CLEVELAND 198 |
RUTHERFORD ] 128 |
| MADISON 4
| BUNCOMBE ~ 1 a5
HENDERSON 203
| POLK . 39|
HAYwooo | 117
TRANSYLVANIA _ __60
SWAIN - _ 28
t JACKSON 75
GRAHAM e 116 |
MACON . R U VA
CHEROKEE 54
CLAY 20
HSA i Total,PoﬁuIation 2 703?

Source: 2007 population prowded by NC
Office of State Budget and Management / 500

The 2007 ACS Guidelines also state that women with a 20%
of breast cancer based on family history should have an annual breast MRI scan.
According to the American Cancer Society, 2% of women have a family history
suggestive of breast cancer inheritance. While 2% may sound nominal, this
equates to as many as 2,337 women in Buncombe County and 13,747 women in
Please refer to the following table.

to 25% lifctime risk
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Women with 20% to 25% Lifetime Risk of Breast Cancer
Based on Family History
2007 Population, HSA |

ALLEGHANY _ 112
(ASHE | 261 |
WATAUGA ) oL 436

| WILKES . 678
AVERY | 166
ALEXANDER . 368
CALDWELL ) _____§_0_.'gﬁ
MITCHELL ) 161
BURKE 885
CATAWBA 1,541
YANCEY | 189
MCDOWELL 438
| CLEVELAND 1,000
|RUTHERFORD | 654 |
MADISON 209
BUNCOMBE 2,337

| HENDERSON | 1,049 |
POLK | 200 |
HAYWoon | 593
TRANSYLVANIA | 322
SWAIN | 148

| JACKSON | 375
| GRAHAM }._ 84
MACON 3
CHEROKEE | 280 |
CLAY 106
HSA 1 Total Population * }113,747 .

Source: NC Office of State Budget and Management

Based on only two of the 2007 ACS Guidelines, approximately 16,450 women in
HSA I are indicated for an annual breast MR1 scan. The 2007 ACS Guidelines
also recommend annual breast MRI screening, for women with first-degree
relatives who are BCRA mutation carriers, women who had radiation treatment
to the chest between the ages of 10 and 30 and women with Li-Fraumeni,
Cowden, or Bannavan-Riley-Ruvalcaba syndromes. Clearly, need exists for
increased access to convenient breast MR imaging in western North Carolina.
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In addition to the 2007 ACS Guidelines, a March 2007 study in the New England
Journal of Medicine (NEJM) indicates that for women who have newly
diagnosed cancer in one breast, MRI can find tumors in the other breast that
mammograms miss. Even after careful clinical and mammographic evaluation,
cancer is found in the contra lateral breast in up to 10% of women who have
received treatment for unilateral breast cancer®. The study, conducted at 25
medical centers, included 969 women with recently diagnosed cancer in one
breast and a normal mammogram on the other. All were given MRI scans,
which discovered cancers in the supposedly healthy breast in 30 women, 3.1
percent of the group. Nearly all cancers were at an carly stage, and were treated
at the same time as the cancers that were originally discovered. Thus, breast MRI
can help women who already have one cancer by detecting a hidden tumor in
the other breast, enabling them to have both cancers treated at once instead of
having to go through treatment all over again when the second tumor is finally
detected. MRI can also be used to evaluate the rest of the breast tissue prior to a
lumpectomy to detect whether the cancer has spread.

The ACS states “there are substantial concerns about limited access to high-
quality MRI breast screening services for women with familial risk. With many
communities not providing MRI screening, it is recognized that these
reconymendations mav generate concerns in high-risk women who may have
limited access to this technology.”

Based on the 2007 SMETD, residents of HSA I currently have local access to
dedicated breast MRI services in Charlotte. Residents in HSA HI will have soon
have local access to dedicated breast MRI services in Winston-Salem pursuant to
the 2006 SMFP adjusted necd determination and subsequently approved CON
for The Breast Clinic MRI, LLC. Residents of HSA 1 do not have local access to
dedicated breast MRI services. 1t is well known that it is very difficult for
residents of western North Carolina to travel long distances for healthcare
services. Furthermore, the 2007 ACS Guidelines identify a greater population of
wormen who can benefit from breast MR (the 2003 ACS data were merely
recommendations). A dedicated breast MRI scanner is needed in HSA T to serve
the residents of western North Carolina,

Some data is available on the cost-effectiveness of breast MRI screening. One
recent study modeled cost-effectiveness for adding MRI to mammography
screening for women of different age groups who carry a BRCAT or BRCA2
mutation. The authors concluded that the cost per qualitv-adjusted life vear

“Tehman et al. MR Evaluation of the Contralateral Breast in Women with Recently Dhagnosed Breast
Cancer. New England Journal of Medicine Volume 356:1293-1303 March 29, 2007 Number [3

(§}
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saved for annual MRI plus film mammography, compared with annual tilm
mammography alone, varied by age and was more favorable in carriers of a
mutation in BRCA1 than BRCA?2 because BRCA1 mutations confer higher cancer
risk and higher risk of more aggressive cancers, than BRCA2 mutations®.
Estimated cost per quality of life year for women aged 35 to 54 vears was 555,420
for women with BRCAT mutation and $130, 695 for women with BRCA2
mutation.

The ACS states that the ability of MR to detect breast cancer 1s directiy related to
high-quality imaging, particularly the signal-to-noise-ratio, as well as spatial
resolution of the MRI image. Thus, it is necessary to implement local dedicated
breast MRI technology in HSA 1 to serve western North Carolina residents. The
existing, general purpose MRI scanners currently in HSA I are not sufficient to
provide the benefits of dedicated breast MRI screening. Specifically, the ability
to perform MRI-guided biopsy is absolutely essential to offering screening, MR
The American College of Radiology (ACR) is currently developing an
accreditation process for performing breast MR, and, in addition to the
performance of high spatial resolution images, the ability to perform MRI
intervention (i.e. needle localization and/ or biopsy) will be essential in order to
obtain accreditation by ACR. This guideline will likely be availabie in 2007.

Hope currently has resources in place to effectively provide dedicated breast
MRI services. Hope is a skilled women’s cancer center, experienced intreating
women with cancer such as breast, ovarian, and cervical cancer. Hope has
provided women’s healtheare services to patients of western North Carolina for
over 14 yvears. Hope currently provides an array of diagnostic services for its
patients, including mammography, stereotactic breast biopsy, chest X-rav, bone
densitometry, and ultrasound.

Hope physicians are primary investigators for the Gynecologic Oncology Group
in western North Carolina. The GOG is the primary study group for women's
caneers in the United States. Hope is also a cooperative group with the
American College of Surgeons - Oncology Group and participates in breast
cancer trials. In addition Hope participates in other clinical trials through Cancer
Trials Support Unit which is a clearinghouse to facilitate enrollment in clinical
trials that are sponsored by other cooperative groups. The National Cancer
Institute (NCI) works with the GOG, other cooperative groups and most of the
major cancer centers to develop new treatments or fine-tuning existing ones.

& Anfoniou A. Pharoah PD, Narod S, et al. Avesage risks of breast and ovanan canter associated with
BRCA? or BRCA? mutations detected in case series unselected for family history: s combined analvsis of
22 studies. Am ) hum Genet (K03, 7201 117-1130.

" Gaslow el al for the American Cancer Society Breast Cancer Advisory Group. American Cances Soctely
Chuidelines with MRI as an Adjunct to Mammography. CA Cancer J Clin 2007 37:75-89
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These changes usually fead to improving the standard of care. In short, Hope,
with its clinical research program dedicated to the advancement of women'’s
cancer care through clinical research and education, is an ideal location for
implementation of dedicated breast MRI technology.

Adverse Effects on the Population if the Adjustment for a Dedicated
Breast MRI Scanner is Not Made

If this petition for an adjusted need determination for a dedicated breast MRI1
scanner in HSA Tis not granted, residents of western North Carolina will be
denied local access to state-of-the-art technology that is proven to be beneficial
for a specific patient population. This petition identifics at least 16,450 western
North Carolina residents who can benefit from this technology, according to the
2007 ACS Guidelines.

In addition, failure to approve this petition will deprive the estimated 1,140
women® who have newly diagnosed cancer in one breast, the opportunity to
readily identify tumors in the other breast that mammograms miss.

l.ives could be saved and treatment courses modified through the use of breast
MRI scans to detect breast cancer more accurately. Failure to allow the
implementation of this technology in HSA T may increase long-term health costs,
because existing modalities are Tess likely to detect cancer compared to MRL

No Unnecessary Duplication of Services

Approving this petition will not result in any unnecessary duplication of services
in HSA . As stated previously, residents of western North Carotina Jdo not have
timelv and convenient access to local dedicated breast MRI services.
Additionally, the ACS Guidelines stress the ability of MR1 to detect breast cancer
is directly related to high-quality imaging, particularly the signal-to-noise-ratio,
as well as spatial resolution of the MRIimage. Additionally, the ability to
perform MRI-guided biopsy is absolutely essential to offering screening MR
General purpose MRI scanners do not offer this technology. Thus, it is necessary
to implement dedicated breast MRI technology in HSA T to serve western North
Carolina residents. The existing, general purpose MRI scanners currently in
HSA [ are not sufficient to provide the benefits of dedicated breast MRI
sCreening,.

* North Carolina Central Cancer Registry estimated 2005 cancer cases in HSA L

8
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Conclusion

In summary, Hope - A Women's Cancer Center seeks an adjusted need
determination in the 2008 SMEP to include one dedicated breast MRI scanner for
HSA T, based on the following reasons:

The 2007 ACS Guidelines identify specific groups of women who should
have a breast MRI scan.

Hope identifies at least 16,450 western North Carelina residents who can
benefit from this technology, according, to the 2007 ACS Guidvlines.

The New England Journal of Medicine indicates that for women who have
newly diagnosed cancer in one breast, MRI can find tumors in the other
breast that mammograms miss.

The ability of MRI to detect breast cancer is directly related to high-quality
imaging, particularly the signal-to-noise-ratio, as well as spatial resolution
of the MRl image.

Residents of western North Carolina de not have local access to dedicated
breast MR services.

Failure to allow the implementation of this technology in H5A ['may
increase long-term health costs, because existing modalities are less Iikely
to detect cancer compared to MRI. _
Hope already has resources in place, including stereotactic breast biopsy,
to effectivelv provide dedicated breast MRI services.

9
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i1ssued guidelines for the early detection of breast cancer in 2003, A
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recommendations for women at different defined levels of risk,
Screening MRI is recommended fos women with an approximately 20
2525 or greater lifetime risk of breast cancer. including women with a
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recommend for or against screeming, including women with a persenal history of breast cancer, carcinoma in situ,
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Mammography has been proven to detect breast cancer at an carly
stage and, when followed up with appropriate diagnosis and treatment,
to reduce mortality from breast cancer. For women at increased risk of
breast cancer. other sereening technologies also may contnibute to the
earlier detection of breast cancer, particularly in women under the age
of 40 years for whom mammography is Jess sensitive. The American

44 444 0d

Cancer Society (ACS) guidelime for the early detection of breast
cancer, last updated in 2003, stated that wonmen at increased risk of

breast cancer might benetit from additional sereening strategies bevond those offered to women at i erage risk,
such as earlier mitiation of screening. shorter sereening imervals, or the addition of screening modalities (such as
breast ultrasound or magnetic resonance imaging [MRID other than mammography and physical examination.
However, the evidence available at the time was insufficient to justify reccommendations for any of these screening
approaches. The ACS recommended that decisions about sereening options for women at significantly increased
risk of breast cancer be based on shared decision making after a review of potential benefits, limitations, und harms
of different sereening strategies and the degree of uncentainty about cach.!

Although there still are himitations in the available evidence, additional published studies have become available

since the last update, particularly regarding use of breast MRI. The ACS guideline panel has sought to provide
additional guidance 1o women and their health care providers based on these new data.

4 GUIDELINE DEVELOPMENT
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The ACS convened an expert panei to review the existing early a ABSIRACT

« INTRODLUCTION

C GUEHDIELINE DENEEFOPNIENT
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CONCLUSION

ACSBREAST OAMNCER ADMISORY L
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detection guidetine for wamen at increased risk and for MR screening
based on evidence that has accumulated since the last revision in 2002
10 2003, Literature related to breast MRI screening published between
September 2002 and July 2006 was identified using MEDLINE

¢ National Library of Medicine}, bibliographies of identified anticles,
and unpublished manuscripts, Expert pane) members reviewed and

4 €4 4

discussed data during a series of conference calls and a working
meeting in August, 2006, When evidence was insufficient or lacking, the final recommendations incorporated the
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expert opinions of the pancl members. The ACS Breast Cancer Advisory Group members and the National Board of

Directors discussed and voted to approve the recommendations,

> SUMMARY OF RECOMMENDATIONS

TOr
ABSTRACT

INTRODUCTION

GUIDELINE DEAVELOPAIENT
CAUMMARY OF RECOMMEND AL IONS
BACKGROUAND

IBENTIFICATION OF AWOMEN WITH,..
EVIDENCE ANDDRATIONAE
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ACS HREAST CANCER ADAVISORY
HEFERENCEN

Table 1 summarizes the ACS recommmendations for breast MRI

screening.

L ]
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View this table: TABLF 1 Recommendations for Breast MRI Screening as an Adjunct to Mammography
{in this window]
[irna new window]

> BACKGROUND

MR!
MR] utilizes magnetic fields to produce detatled cross-sectional images
of tissue structures, providing very good soft tissue contrast. Contrast

10P
ABSTHACT
INTRODU CTHON
GUIDELINE DEVELOPAVIENT
STMAVIARY OF RECOMMENDATIONN
between tissues in the breast (far, glandular tissue, lesions, etc. ) * BACKRGROIND

IDENTIFICATION OF WOMENWITH..
EYIDENCE AND RATIONALFR
CONCLUSION

ACS BHREANT CANCEHR ADVISORY.
HEFFRENCES
results in images showing predominantly parenchyma and fat, and L e

[ O I

depends on the mobility and magnetic environment of the hydrogen
atoms in water and fat that contribute to the measured signal that
determines the brightness of tissucs in the image. In the breast, this

4 44 d

fesions, if they are present. A paramagnetic small molecular padolinium-based contrast agent is injected
intravenously to provide reliable detection of cancers and other lesions. Thus. contrast enhanced MR has been
shown to have a high sensitivity for deteeting breast cancer in high-risk asymptomatic and symptomatic women,
although reports of specificity have been more variable.”"® This high signal from enhancing lesions can be difficul
to separate from fat. leading to the use of subtraction images or fat suppression, or both, 10 assess disease. Because
parenchymal tissue also enhances, but generally more slowly than malignant lesions, and also because contrast can
wash vut rapidly from some tumors, it is important to Took at images at an early time point after contrast injection
(tapically 1 to 3 minutes). MR] examinations may involve examining images at one time point or, more often, will
collect a preinjection image with sequential sets of images after contrast injection (dynamic contrast-cnhanced
1DCE)-MR1). Both the appearance of lesions and, where available, the uptake and washout patiern can be used to
identify malignant disease and discriminate it from benign conditions.

These techniques, which have heen widely employ ed for assessing symptomatic disease, have recently been shown
to proside good sensitivity as a screening too) for breast cancer in women at increased risk based on family
history.”? ¥ Ihe approach requires appropriate techniques and equipment, together with experienced staff. Higher
quality images are produced by dedicated breast MRI coils, rather than body. chest, or abdominal coils.

IDENTIFICATION OF WOMEN WITH A HIGH RISK OF

’ BREAST CANCER

hitp:““caonhine.amcancersoc.org/ceifcontent/full/57/2/75 3/29:2007




American Cancer Society Guidelines for Breast Screening with MRI as an Adjunct to Ma... Page 4 of 17

- JOP
Three approaches are available for identifying women with a highrisk || &« ABSTRAC!
v g b - it peRnetie fect] o a INTRODUCTION
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of clinical history. All contribute to tdentifying women who are a SUMMARY QF RECOMMENDATIONS
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ales st MRI screening. a B

candidates for breast MRI screcning C IDENTIFIOVTION OF WOMESN WITH..

) ) ~ EVIDEME AND RATIONALE

Family History ~ CONCLLSLON

Although a high proportion of wemen in the general population have at|| ~ ;;EIP’?}E\(.;.}L‘;(,\ NCER ADY IS ORY ..
least one relative with breast cancer, for the majority of these women,

this “family history™ either does not increase risk at all {ie, the cancer was sporadic) or is associated w |th at most. a
doubling of lifetime risk (due to cither shared env ironmental risk factors or an inherited gene of low penetrance).
Only 12010 2% of women have a family history supgestive of the inheritance of an avtosomal dominant, high-
penetrance gene conferring up 1o an 80% lifetime risk of breast cancer. In some famslies, there is also a high risk of
ovarian cancer. Features of the family history which suggest the cancers may be due to such & high-penetrance gene
include 2 or more close (generally first- or second-degree) relatives with breast or ovarian cancer; breast cancer
occurring before age SO years {premenopausal) in a close relative; a family history of both breast and avarian
cancer: one or more relatives with 2 cancers (breast and ovanan cancer or 2 independent breast cancers), and male
relatives with breast cancer.! '8

Two breast'ovarian cancer susceptibility genes, BRCAS and BRCA2, have been identificd. """ Inherited mutations
in these genes can be found in approximately 50% of families in which an inherited risk is strongly suspected based
on the frequency #nd age of onset of breast cancer cases, and in most families in which there s a much higher than
evpected incidenee of both breast and ovarian cancer.

Several models can assist clinicians to cstimate breast cancer risk or the tikelihood that 4 BRCA mutation s present
(Online Supplemental Mateniad), The Gail, Claus, and Tyrer-Cusick models estimate breast cancer risk based on
family hiutur\' sotnetimes in combination with other rivk factors, such as reproductive history or prior breast
hiopsies. "1 % Although risk prediction is generally similar for the different models, anndividual woman's rish
estimate may vary with different models. s HF

Two decision models have been developed to estimate the Tikelihood that a BRC.A mutation is present,
BRCAPRO! % and the Breast and Ovarian Analysis of Disease Incidence and Carrier Estimation Algorithm
(BOADICEAY : the BOADICEA model also provides estimates of breast cancer nsk (Online Supplemental
Muteral)

Genetic Testing
The prevalence of BRC 4 mutations s estimated to be between 1,500 and 171, (00 in the general population” ¥
however, in women of Jewish ethnicity, the prevalence is 1:50.2%77 Women with cancer-predisposing mutations in
cither BRCAT or BRUA2 have an increased risk of both breast and ovarian cancer. From population-based studies.
women with BRC AT mutations are estimated to have a 65% risk by age 70 years for developimg breast cancer {95%0
confidence interval [C1]. 449 to 78%6); the corresponding risk for BRCAZ mutations is 45%6 (959 1L 31% t0
36%0). > Risks estimated from cancer-prone families seen in referral centers are higher, with imit of risk in the 85%0
to % r;mge,” These mutations follow an amosomal dominant pattern of transmission, which means that the wister.
mother, or daughter of a woman with a BRC4 mutation has a $0% chance of having the same mutation.

The benefits and risks of genetic testing are bevond the scope of this article, but are reviewed in thn Amenean
Society of Clinical Oncology policy statement update on genetic testing for cancer susceptibiline,” 7 Giemetic testing
for a BRC A/ or BRCA2 mutation is generally offered to adult members of familics with a known BRC A mutation, or
to women with at least a 10% likelihood of carry ing such a mutation, based on cither validated family history
criteria or one of the above-mentioned models. If a woman from a family in which a BRC4 mutation has been
previously identified does not have that mutation, one can generally safely conclude that her breast cancer risk is no

http:/‘caonline. amcancersoc.orgicgi/content/ full/37/2/75 3/29/2007
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higher than it would huve been if she did not have a family history of breast cancer. However, ina high-risk family
without 2 known mutation, failure to find a mutation in a particular member does not reduce her risk estimate.

A high risk of breast cancer also occurs wih mutations in [h(. IP33 gene (Li-Fraumeni syndrome) and the PTEN
gene (Cowden and Bannayan-Riley-Ruvalcaba sy ndromes).* Accurate prevalence figures are not available, but
these conditions appear to be sery mrc.'u s

Clinical Indicators of Risk
Some clinical factors are associated with substantial breast cancer risk. Among women with Hodgkin discase,
increased breast cancer risk has been consistently and significantly associated with mantle field radiation treatment.
In several studies of women treated between 1955 and 1995, risk was inversely related 1o age at treatment in
patients diagnosed between the ages of 10 to 30 years, with only slight or no increased risk when diagnosis was
hefore age 10 years or after age 30 _\'-:ars;:“:""l Risk following treatment with radiation and chemotherapy was half
that of treatment with radiation alone in two studies.”?4 which may reflect the effect of chemotherapy on earlier
onset of menopause; risk was equivalent in a third study.** Risk of breast caneer significantly increased 15 to 30
vears after radation therapy. Y More recently. treatment approaches have used lower doses of radiation and timited-
field radiotherapy. In one study, which compared patients who received radiation therapy in 1966 to 1974 and 1975
10 1985, treatment in the fater timeframe was not related to increased risk of breast cancer afier a median follow up
of 13 years, whereas patients treated between 1966 and 1974 were al increased risk, suggesting that Hodgkin
disease survivors treated with current approaches wilt not face substantially increased breast cancer risk. ¥

Lobular carcinoma in situ (LCES} and anvpical lobular hyperplasia (ALH), together described as Jobular neoplasia,
are associated with substantially increased risk of subsequent breast cancer. with lifetime risk estimates ranging
from 10%5 1o 20%.%" This equates to a continuous risk of about 0.5%6 to 1.0% per year. The invasive cancers may be
ipsilateral or contralateral, are usnally invasive lobular cancers, and more than 50%% of these diagnoses ou.ur Mmore
than 15 vears after the original diagnosis of LCIS. Similar findings have been reported by Fisher et al ¥ describing
a 1 2=y car update of 180 women with LOIS who were treated with local excision alone and followed by the National
Surgical Adjusant Breast Project (NSARP), as well as Li et al, who deseribed the risk of invasive breast cancer
among -4190 L.CIS patients using Sunscillance, Epidemiology, and End Results (SEER Y data between 1988 1o
200177

A typical ductal hy perplasis {ADH) is part of the continuum of ductal proliferative breast discases ranging from
usual duetal hy perplasia to ductal carcinoma in situ (DC1S). The literature review by Arpino ¢t ar's sugpests a 4- to
S-fold inereased risk of invasive breast cancer (compared with a 6- 10 10-foid risk with LCIS) at a median follow up
of 17 years, which is doubled if the woman has an associated family histery of breast cancer. 11U is unclear. however,
what percentage of the women with this family history and ADH are at this sigmficantly increased risk because they
are carners of a BROAT or 2 gene mutahion.

Mammographic density has been shown to be a strong independent risk factor for the development of breast

BN several stidies, women with the maost breast density were found 1o have w 4- 10 6-Told increased risk

cancer.
of breast cancer. compared with women with the least dense breasts.”” “® For example, women with 75% or higher
mammographic density had a more than five-fold increased risk of breast cancer. compared with swomen with less

than 1% density.”” In addition, it has been shown that malignant tumors of the breast are more likels 1o arise in the

areas ot greatest mammographic density, compared with the more faity areas of the breast.™®

The absolute risk of contralateral breast cancer in women with a personal history of breast cancer is estimated to be
(5% 10 1% per year, or S%o 10 10°% during the 10 years following diagnosis, significantly higher than that of the
peneral pnp*.ll:liimﬁ_'iEJ Hormone therapy and or chemotherapy for the primary cancer is fikely te subsequently lower
the risk of contralateral breast cancer.

caonline.amcancersoc.org/cgi’content/ full/S7/2/75 372972007
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> EVIDENCE AND RATIONALE

Evidence of Efficacy from MR! Screening Studies
In the mid to late 1990s, at least 6 prospective. nonrandomized studies
were initiated in The Netherlands, the United Kingdom (LK), Canada,
Germany. the United States (US). and haly to determine the benefit of BACKGROUAD _
. i ) ) X . ased IDENTIFICNTION OF WOMEN WETH...
adding annual MRI to {film} mammoygraphy for women at Increase  IVIDENCE AND RAVTEONALE

risk of breast cancer. Some of the studies included ultrasound and or COMCLLSION
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clinicat breast examination. as well. Despite substantial differences in

4

—

paticnt population {age, risk, ete.) and MRI technique. all reported
significantly higher sensitivity for MR compared with mammography (or any of the other modalities). All studies
that included more than one round of sereening reported interval cancer rates below 10%e. Participants in cach of
these 6 studies had either a documented BRCAT or ARUA2 mutation or a very strong family history of breast cancer.
Some of the studies included women with a prior personal history of breast cancer.

Kricge ot al sereened 1,909 unaffected women aged 25 to 70 vears w ith an estimated 15% or higher lifetime risk of
breast cancer ( 19% proven to have a BRCA mutatien) at 6 centers across ‘The Netherlands ¥ Afier a median of 3
rounds of screening, S0 breast cancers (44 invasive) were diagnosed. Lighty percent of the invasive cancers were
detected by MR, compared with 33%s by mammography. Howcever, mammography outperformed MRI for
detecting DCIS. Of the invasive cancers, 43% were | em or smalier in diameter, and 33% had spread to axillary
lvmph nodes. The specificity of MR1 was 90%, compared with 95% for mammography.

1.cach ot al sereened 649 unaffected women aged 35 1o 49 years who had at feast a 256 Jifetime risk of breast
cancer §19%0 proven to have & BRCA mutation) at 22 centers in the UK. After a median of 3 rounds of s¢reening,
3% cancers (29 invasive) were diagnosed. Sensitivity of MRI was 77%, compared with 40%a for mammography, w ith
speciticitios of 81%0 and 93%. respectively. MR was most sensitive and mammography least sensitive for women
with BRCA ] mutations, Fortv-five percent of the cancers were 1 em or less in size, and 1420 had spread to axillary

I mph nodes. There were two interval cancers.

Warner et al screened 236 women aged 25 to 65 vears with a BRCA mutation at a single center in Toronte for up to
3 veurs and detected 22 cancers €16 invasive). 1% Sensitivity of MR) was 77%, compared with 360 for
mammography, with 30°% of the cancers 1 em or smaller, and 13% were node positive. There was one interval
cancer. Specificity was 95%q for MRI and 99.8%« for mammography.

K uhl et al sereened $29 women aged 30 vears and older with a lifetime breast cancer risk of at least 20%0 at g single
center in Bonn fur a mean of 3 }cars,}“ Thev detected 43 cancers (34 invasive), with 1 interval cancer. The

sensitiv ity of MREwas 91, compared with 33%6 for mammography. The node positive rate was 16%. Specificity
of both MRI1 and mammography was 97%.

The International Breast MR Consortium screened 390 women aged 25 vears and older with more than a 25%
lifetinie risk of breast cancer at 13 ¢entess (predominantly in the 18) on a single occasion. ¥ Four cancers were
found by MRE. and only one of these by mammography. However, because the paticnts were not followed after
sereening, the False-negative rate could not be determined. MRI specificity was 95%. compared with 98%6 for
mammography.

En a study in NMaly with 9 participating centers, Sardanclli et al screened 278 \mmm aged 25 vears and older: 27%
carried 2 BRC.4 mutation or had a first-degree relative with a BRCA mutation.'* After a median of 1.4 rounds of
screening. 18 cancers (14 invasive) were found. MRI sensttivity was 94%, compared with 89% for mammography,
65% tor ultrasound. and $0% for ¢linical breast examination. MR1 specificity was 99%..

htip:/'caonline.ameancersoc.org/egi’content full/57:2/75 3/29/2007
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Overall, studies have found high sensitivity for MR, ranging from 71% to 10{° 0 versus 16%0 10 0% for
mammography in these high-risk populations. Three studies included ultrasound, which had sensitivity similar to
mammography. The Canadian. Dutch, and UK studies™ ' reported similar sensitivity (7110 77°6) within Cls
for MRI. although the single-center study from Germany10 reported a higher sensitivity, which may reflect the
concentration of radiological practice and higher patient volume per radiologist at a single center. There is evidence
of a learning curve for radiologists conducting MR1 breast screening. with the number of lesions investigated falling
with experience.”” The three multicenter studies reflect the likely initial effectiveness of this modality in a
population conext. and it is expected that, with training and advances in technology, sensitivity will increase
further.

Table 2 provides a summary of these six sereening studies.

View this table: TABLE 2 Published Breast MR1 Sereening Study Results
Lin shis window]
[in a new window|

Most of the available data arc based on screening women at high risk due to family istory and or genenic
mutations. More recently, smaller studies have provided information on the potential benefit of MRI sereeming for
women with ¢clinical factors that put them at increased risk. Prefiminary data were obtained from one retrospeetive
study, in which Port et al®! reviewed the screening results of 232 women with biopsy-confirmed 1.CTS and 126
women with atypical hyperplasia (either ductal or lobutar). of whom half were screened with annual mammuography
and biennial clinical exams and half were also screened with MRE The women who were sereened with MRI were
vounger and more Tikely to have a strong family history. MRI screening offered a small advantage to patients with
ECIS, but not atvpical hs perplasia, and also resulted in increased biopsies: 6 cancers were detected by MR in §
women with LCIS (4% of patients undergoing MRI), and none were detected in women with atvpical hyperplasia.
Biopsies were recommended for 25%0 of MRI screened patients: 136 of biopsies had a cancer detecied. All of the
cancers in women screened with MR were Stage 0 to 1, whereas all of the cancers in women who were not screened
with MRI were Stage 110 [l Cancer was detected on the first MRIin 3 of § patients. The sensitivity of MR was
759, the specificity was 92%, and the positive predictive value was 1.3%.

Technological Limitations and Potential Harms Associated with MRI Screening
Although the efficacy of breast MR has been demonstrated. it does not achieve perfect sensitivity or specificity in
women undergoing screening. and as such, the issue of adverse consequences for women who do. but especially
those who do not. have breast cancer is important 10 address. As with mammography and other sereening tests, false
negatises after MRI screening can be attributed to inherent technological limitations of MRI, patient characteristics,
qualiny assurance failures, and human crvor; false positives also can be attributed to these factors, as well as
heightened medical-legal concerns over the consequence of missed cancers. A patient's desire for definitive findings
in the presence of a low-suspicion kesion may also contribute to a higher rate of benign biopsies. The consequences
of all these factors include missed cancers, with potemiaily worse prognosis, as well as anxiety and potential harms
associated with imerventions for benign lesions.

The specificny of MRLis significamly Jower than that of mammography in alt studies to date, resulting in more
recalls and biopsies. Call-back rates for additional imaging ranged from 8°s to 179 in the MRI screening studies,
and biopsy rates ranged from 3%o 10 155" ' However. several rescarchers have reported that recall rates decreased
in subsequent tounds of screening: prevalence screens had the highest false-positive rates. which subsequently
dropped 1o less than 16° 0. 202.8% Mot call backs ean be resolyed without biopsy. The call-back and biopsy rates of
MRI are higher than for mammaography in high-risk populations: while the increased sensitivity of MRI leads to a
bigher call-back rate, it also leads 10 a higher nurmber of cancers detected. The proportion of biopstcs that are

http://caonline.ameancersoc.org/vgi/content/full’57/2:75 32972007
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cancerous {positive predictive value) is 20°0 to 40°." 1 Since false-positive results appear ta be common, more

data are needed on factors associated with lower specificity rates.

Table X compares the likelihood of detection and follow-up tests for women whoe underwent screening MR and
mammography in two screening studies (Dutch and UK). The study populations differed. with the Dutch stuirdy
having a wider age group and lower risk category. compared with the UK sludy,o-” This affected both the
prevalence of cancer and the pick-up rate by modality in the two studies. These resuits, drawn from two trials.
demonstrate the relatively high recall rate in the high-risk population, as well as the fact that MR is a relatively new
technique. Despite the high number of recalls. because of the high cancer rate, the rate of benign surgical biopsy in
the UK study per cancer detected was similar to that expericnced in the population-based national breast screcning
cervice. Recalls will inevitably Jead to additional investigations, many of which will pot demonstrate that cancer is

present.

View this tahle: TABLE 3 Raics of Detection and Follow-up Tests for Screening MRI Compared with
[in this window] Mammography
[in 3 new window]

Given the high rate of vancer combined with the risk of falsc-positive scans in a high-risk population undergoing
MR [-baved screening. the psychological health of these women merits study. In a subgroup of 611 women in the
UK study. 89%% reported that they definitely intended to return for further screening, and only 1°6 definitely
intended not to return, However, 4% fonnd breast MR "extremely distressing.” and 47% reported still having
intrusive thoughts about the examination 6 wecks afterw ard .t

In a sample of 337 women from the Dutch study. pss chological distress remained within normal lumts throughout
screening for the group as a whole, However, elevated breast cancer-specific distress related to screening was found
in excessive (at least once per week) breast self-examiners, risk overestimators, and women closely involved in the
breast cancer case of a sister. Af least 35% of the total sample betonged to ene of these subgroups. It was
recommended that patients in one of these vulnerable subgroups be approached for additional psychulogical
suppon,("{

In a small sample of women from the Toronto study followed over a course of 2 vears, there was ne evidence of any
effect on plobal ansiety, depression, or breast caneer-related anxiety.™ In another sample of §7 women, almost $0%0
had ¢les ated baseline generad and or breast cancer-specilic anyicty, but in 77%0 of cases this was attributed by the
paticnts to life events. including refatives with cancer. A nonsignificant increase in general anxicty and breast
cancer-related anxicty. compared with baseline, was found in the subset of women recalled for further imaging or
hiupsie!:.'f'T Follow-up time is still insufficient 1o determine whether anyicty scores return 1o baseline ence the work

up his been completed.

There is a special responsibitity 1o alert patients to this technology. with its potential strengths and harms, and to be
encouraging, while allowing for shared decision making. The interplay between risks, benefits, limitations, and
harms is complicated by the fact that individual women likely will weigh these differently depending on their age,
vatlues, pereeption of risk. and their understanding of the issues. Steps should be taken to reduce anxiety associated
with screening and the waiting time to diagnosis. and conscientious efforts should be made to inform women aboul
the likelihood of bath false-negative and false-positive findings. How information is convey ¢d to the patient greatly
influences the patient’s respunse: it is important that providers not convey an undue sense of anxiety about a positive
MR finding. While the high rate of biopsies and further investigations is acceptable in women with  high risk of
hreast cancer. the number of such investigations in women at lower risk will be much higher than would be
appropriate. leading to the need to counsel women in lower risk categorics that MRE screening is not advisable and

hitp-“/eaonline. ameancersoc.org/cgt’'content/full/57/2/75 372972007
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that the barms are beliesed to outweigh the benefits. Such advice needs to be based on considerations of family
history, genetic mutation status, other risk factors, age, and mammographic breast density.

There are substantial concerns about costs of and limited access to high-quahty MRI breast screening sersices for
women with familial risk. In addition, MRI-guided biopsics are not widely available. With many communities not
providing MRI screening and with MRI-guided biopsies not widely available, it is recognized that these
recommendations may generate concemns in high-risk women who may have limited access to this technology.

The ability of MRI to detect breast cancer (both invasive and in situ disease) is directly related to high-quality
imaging, particularly the signal-to-notse ratio, as well as spatial resolution of the MR image. In order to detect early
breast cancer (i, small invasive caneers, as well as DCIS), simultancous imaging of both breasts with high spatial
resolution is favored. High spatia) resolution imaging should be performed with a breast coil on a high field magnet
with thin slices and high matrix (approximately 1 mm in-plane resclution). These technical parameters are
considered to he the minimal requirements to perform an adequate breast MRI study. The ability 10 perform MR-
guided biopsy is absolutely essential to offering screening MRI, as many cancers (particularly early cancers) will be
identificd only on MRL The American College of Radiology (ACR) is currently developing an accreditation process
for perfonming breast MRI, and. in addition to the performance of high spatial resolution images. the ability to
perform MRI intenvention (ie, needle tocalization and ‘or biopsy) will be essential in order to obtain accreditation by
this group. Accreditation will be voluntary and not mandatory. This guideline will likely be avalable in 2007.

There is a learning curve with respect to interpretation for radiologists. Published trial sites that experience a high
volume of cases are experienced. but community practice groups have reported call-back rates over 50% in the
majority of the studies that are interpreted. Experience and familiarity with patterns of enhancement. nonnal and
possibly abnomal, are thought to decrease recall rates and increasc positive bopsy rites. Fhe ACR acereditation
process will stipuliste 2 minimun number of exams that must be read for training purposes and a minimuin number
for ongoing accreditation. Sites performing breast MR T are encouraged 10 audit their call-back rates, biopsy rates,
and positive biopsy rates,

Cost-effectiveness
Only limited data are available on the cost-cfiectiveness of breast MR1 screening. One recent study modeled cost-
ctfectiveness for adding MRI to mammography screening for women of different age groups who carry a BRCAT or
BRCA2? mutation.™ The authors concluded that the cost per quality-adjusted hfe year (QALY) saved for annual
MRI plus film mammography, compared with annual fitm mammography alone, varied by age and was more
favorable in carriers of a mutation in BRCAT than BRCA2 because BRCA 1 mutations confer higher cancer risk, and
higher risk of more aggressive cancers, than BR(C42 mutations. ' Estimated cost per QALY for women aged 35 to
S4 vears was $535.420 for women with a BRCAT mutastion and $1 30.695 for women with a BRCAZ mutation. Cost-
effectiveness was increased when the sensitivity of mammography was lower, such as in women with veny dense
breasts on mammography: estimated costs per QALY were $31.183 for women with a BRC AT mutation and
$0% 454 for women with 2 BRC 42 mutation with dense breast tissue. The most important determinants of cost-
effectiveness were breast cancer risk, mammography sensitivity. MRI cost, and quality of life gains from MRI].

An evaluation of the cost-effectiveness of the UK study®” has determined that the incremental cost per cancer
detected for women at approximately 50°e risk of cusrying a BRCA gene mutation was $50.911) for MR combined
with mammography over mammography alone. For known mutation carmiers, the ineremental cost per cancer
detected decreased to $27.544 for MR1 combined with mammography, compared with mammography alone.
Analysis supporting the introduction of targeted MR screening in the UK for high-risk women70 identified the
incremental cost of combined screening per QALY in 40- to 49-year-old women as $14,005 for a BR(O A/ carrier
with a 31%a 10-year riskthe group in which MRI sereening is seen to be most effective; $53,320 for women with a
12%6 10-vear risk: and $96,379 for women with a 6% 10-year risk. For the 30- 10 39-1 ear-old age range. the
incremental costs per QALY are $29.275 for a BRCAT carrier with an F1% 10-y car risk and $70.054 for a women
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with a % 10y ear risk. Based on these estimates, which are based on costs within the UK National Health Service.
MR1 screening will be offered 10 women at familial risk aged 30 10 39 years at a 10-year risk greater than 8%s, and
to women at familial risk aged 40 to 49 vears at a 10-year risk greater than 206, or greater than 12%0 when

mammography has shown a dense breast pattern.

Evidence Supporting Benefit of MR! Screening Among Women in Different Risk Categories
The guideline recommendations were based on consideration of (1} estimates of level of risk for women in various
categories and (2) the extent to which risk groups have been included in MR1 studies, or to which subgroup-specific
evidence is available. Because of the high false-positive rate of MR screening, and because women at higher risk of
breast cancer are much more likely to benefit than women at lower risk. sereening should be recommmended only to
women who have a high prior probability of breast cancer. There is growing evidence that breast cuncer i women
with specific mutations may have bielogical and histological feutures that differ from sporadic cancers. This may
result in observed variations in the sensitivity of MRI relative to mammaography in detecting cancer in women with
a BRCA mutation and those at high familial risk. but without mutations in these genes, !

Women at Increased Risk Based on Fammily History
The threshold for defining a woman as having significantly elevated risk of breast cancer is based on expert opinion.
Any woman with a BRCA! or BRCA2 mutation should be considered at high risk. The panel has not restricted its
recommendations only to ssomen with BRCA mutations because BRCA testing 1s not always available or
informative. and other risk indicators identify additiona) subsets of women with increased breast cancer risk. 1f
mutation testing is not available, has been done and is noninformative, or if a woman chooses not 10 undergo
testing, pedigree characteristies suggesting high risk may be considered. Very careful family history analysis is
required, using tools such as BRCAPRO.'#-7% Risk assessment is likely to ofTer the greatest potential benefit for
women under the age of 40 s ears, Table 3 provides examples of women with a family history indicative of moderate
and high risk. The online supplemental material provides guidance for accessing and using nsk assessment moddels.

Vicw this table:  TABLE 4 Breast Cancer Risks for Hypothetical Patients, [Based on 3 Risk Models
[in this window ]
fina pew window |

Women at increased Risk Based on Clinical Facltors
Additional factors that increase the risk of breast cancer. and thus may warrant carlier or more frequent screening,
include previous treatment with chest irradiation (eg. for Hodgkin discase), a personal history of LCIS or ADH,
mamtnographically densc breasts, and a personal history of breast cancer, as discussed above. There are htle datato
assess the benetit of MR sereening in swonsen with these risk factors. Women at increased risk or who are
coneerned about their risk may find it helpful to have their provider clarify the bases for MR sereening
recommendations. as well as areas of uncertainty. For some women, narmmography may be as effective as tor
wonten at average risk. and MRE screening may have §ittle added benefit. In contrast, mammography is less
effective in women with veny dense breasts, and MRI sereening may offer added benefit.

Women who have received radiation treatment to the chest, such as for Hodgkin disease, compose a well-defined
group that is at high risk. Although cvidence of the efficacy of MR1 screening in this group is lacking, it is expected
that MR1 screening might offer similar benefit as for women with a strong family history. particularly at younger
ages and within 30 vears of treatment. Because of the high risk of secondary breast cancer in this group. MRI
screening is recommended based on eapert consensus opinion.

While Hifetime risk of breast cancer for women diagnosed with LC1S may exceed 20%, the risk of invasive breast
cancer is continueus and only moderate for nisk in the 12 years foliowing local excision *® Only one MR1 screening
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study has included a select group of women with 1.CIS.%} which showed a small benefit over mammography alone
in detecting cancer. This benefit was not seen in patients with atypical hyperplasia. MR use shoudd be decided on a
cuse-by-case basis, based on factors such as age. family history, characteristics of the biopsy sample, breast density,

and patient preference.

Although there have been several trials reported luoking at the accuracy and positive predictive value of MRI and
mammography in wornen with high breast density, all of these trials have been conducted in women with known or
highhy-suspected malignancies within the breast.”| "4 To this point, there has been no Phase 111 randomized rial
reported that has shown a reduction in either mentality or in the size of diagnosed breast cancer when comparing

breast MRI with mammography in women with high mammographic density.

Seant data are avaitable for MRI screening of women with a personal history of breast cancer. In one study, MR
detected more cancers in women who had both a personal history and a family history, compared with women at
high risk based on family history alone.” " While women with a previous diagnosis of breast cancer are at increased
risk of a second diagnosis, the ACS pane} concluded that the estimated ahsolute litetime risk of 10%6 does not justify
a recommendation for MRI screening at the present time.

Limitations of Evidence from MRI Studies and Research Needs
Assiduons attempts were made to base recommendations on solid evidence. However, autcome data from screening
MRI studies are not sufficient to farm a solid basis for many of the recommendations. It was therefore necessary to
rely on available inferential evidence and expent opinion to provide the guidance needed for patients and their health

care providers.

Although the titerature shows very good evidence for greater sensitivity of MRI than mammography and good
evidence for i stage shift toward earlies, more favorable tumor stages by MRIin detined groups of women a
increased risk. there are suli no data on recurrence or survival rates, and therefore. lead-time bias 1 still a concern,
Further, a farge randomized, mortality endpoint study is unlikely 10 1ake place, and it will be necessary in the
foresecable future to rely on evidence of stage of discase and 1y pes of cancers. In the absence of randomired trials,

recurrence and survisal data will come from observational study designs.

The age at which screening should be initiated for women at high risk is not well estabhished. The argument for
carly screening is based on the cumulative risk of breast cancer in women with BRCA T mutations and a strony
family history of carly breast cancer. which is estimated to he 3% by age 30 years and 19%0 by age 40 years.”‘
Population-hased dista also indicate that risk for early breast cancer is increased by a family history of carly breast
cancer. '™ Based on these obsersations, some experts have suggested that breast cancer screening begin 510 10 years
hefore the earliest previous breast cancer in the family. In 1997, an expent panel suggested that screening be mitiated
at some time between the ages of 25 and 35 years for women with a BRCAS or BRCA2 mutation. . Because these
recommendations were based on limited observational data, the decision regarding when 1o initiate screening should
be based on shared decision making, taking into consideration individual circumstances and preferences. No data
are avaitable related to the effectiveness of screening wormnen hevond age 69 years with MR and mammography
versus mammography alone; most of the current data are based on screening in younger swomen, and thus, similar
investigations are needed in older age cohorts. For most women at high risk, screening with MR1 and
mammmography should begin at age 30 years and continue for as long as a woman is in good health.!

Most of the available dita are based on annual MRI screening: there 38 a lack of evidencee regarding shoner or
longer screening intervals. Further, while good data are available for the first screening exam tic. the "prevalent
screen”), considerably less data are available from subsequent screening exams (ie, "incidence screens”), and the
available data include relatively short follow-up times. Most studies of annual MR1 bave shown few interval
cancers. certainly fewer than with mammography . Given the probably shaner duration of the detectable preclinical
phase, vr sojoutn time, in women with BRCA mutations. MR has demonstrated superionty to mammography in this
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repard. Therefore, to the best of our knowledge, MRI should be performed annually. However, in view of data
suggesting that tumor doubling time in women with an inherited risk decreases with ape. 78 it is conceivable that
older women can safely be screened Jess frequently than younger women. The availahle evidence is limited. and

additional research regarding optimal screening interval by age and risk status is needed.

Some experts recommend staggering MRI screening and mammography screening every 6 months. The potential
advantage of this approach is that it may reduce the rate of interval cancers. Other experts recommend MR1 and
mammography at the same time or within a short time period. This approach allows fos the tesults of both screemng
tests to be interpreted together and reported to the patient at the same time. All of the clinical trials screened
participants with both MRI and mammography at the samme time. There 15 no evidence to support one approach over
the other. For the majority of wornen at high risk. it is eritical that MR1 screening be provided in addition to. not
instead of, mammography, as the sensitivity and caneer yield of MRI and mammeography combined is greater than
for MRI alone. However, where there is a concern about raised radiation sensitivity. it may be advisahle to employ

MR alone despite the overall Jower sensitivity.

[n order to pursue answers to some of the unresolved questions related to the use of MRI and mammography to
cereen women at increased risk, it is important to develop ereative strategics related to data gathering and study
design. Multicenter studies can result in greater efficiency in accumulating sufficiently large enough data sets in this
subgroup of women. Conventional study designs with randomization may prove difficult given the potential
advantage of adding MR1 to mammography in higher-risk groups, and thas, design strategics that utilize surropate
imarkers and historic controls may prove both more practica) and feasible. To move forward, we encourage the
development of a simple, common data collection protocol to capture information from the growing number of
centers thut offer MR1 and formal systems to collect outcome data. Because many insurers presenth cover MR1
screehing for high-risk women, it may be economicat 10 do prospective surveillance studies since screemnyg costs
are covered by third parties. A common surveilfance protocol could permit pooling of data, much like presently 1s
done within the framework of the National Cancer Institute’s Breast Cancer Surveillance Consortium. a
collaborative network of seven mammography registrivs in the United States with linkages 1o taror and or
pathology registries that was organized to study the delivery and qualits: of breast cancer sereeming and related
patient outcomes in the United States Y We also encourage seeking opportunities for broad international research

collaboration on study yuestions of common interest.

Sereral further clinical thiats of sereening women at increased risk of breast cancer are underway. ncluding an
international studs of MR1 and ultrasound in conjunction w ith the International Breast MRI Consortium and Cancer
Genetics Network, and the American College of Radiology Imaging Network (ACRINY 666 screening trial of
mammography compared with ultrusound. An amendment to the ACRIN trial, 6666, will sereen patients with one
round of MRE

4 CONCLUSION
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history. clinical factors as described earlier may be 3 relevant factor in individualized decisions about MRI
screening when family history alone does not predict a risk of approximately 20 23%..

Several studies has e demonstrated the ability of MRI screening 10 detect cancer with carly-stage tumnors that are
associated with better outcomes. While survival or mortality data are not available, MRI has higher sensitivity and
finds smaller wmors., compared with mammography, and the types of cancers found with MR are the types that
contribute to reduced mortality. 1t is reasonable to extrapolate that detection of nomnvasive {DCIS) and small

invasive cancers will lead to mortality benefit.

The guideline recommendations for MRI screening as an adjunct to mammography for women at increased risk of
hreast cancer take into account the available evidence on efficacy and effectiveness of MRI screening, estimates of
level of risk for women in various categories based on both family history and elinical factors, and expert consensus
opinion where evidence for certain risk groups is lacking. Ali of these groups of women shauld be offered clinical
trials of MRI screening. if available. Women should be informed about the benefits, limitations, and potential harms
of MR screening. including the likelihood of false-positive findings. Recominendations are condittonal on an
acceptable level of quality of MRE screening, which should be performed by experienced providers in facilitics that
provide MRI-guided hiopsy for the follow up of any suspicious results.
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SHCC Public Hearing Presentation Comments
Adjusted Need Determination - 2008 State Medical Facilities Plan
Dedicated Breast MRI Scanner in HSA |
July 13, 2007

Good afternoon, my name is Mariann Smith. | am the Administrator at Hope - A
Women's Cancer Center in Asheville. 1am here today to speak on behalf of our
petition for an adjusted need determination for one dedicated breast MRI
scanner in Buncombe County to serve residents in HSA 1

Approval of this petition will enable any eligible applicant the opportunity to
submit competitive Certificate of Need applications proposing the best plan for
addition of a dedicated breast MR scanner in Buncombe County.

Breast cancer is the most common cancer among women. The chance of
developing invasive breast cancer at some time in a woman’s Jife is about 1in 7.
For breast cancer, early detection saves lives. For example, almost 98 percent of
women wha are diagnosed with breast cancer in the carliest stage survive the
discase, whereas only 26 percent survive if the disease is diagnosed in the most
advanced stage. The opportunity for disease control and for reducing the
number of cancer deaths rests with prevention and carlv detection so that
treatment of the disease can be effective. This is the foundation of our petition
tor a dedicated breast MRI scanner in Buncombe County,

Hope is aware that the 2006 State Medical Facilities Plan included an adjusted
need determination for a dedicated and specialized breast MRI scanner. This
adjusted nced determination was the result of a petition submitted by Novant
Health. This petition was based on American Cancer Guidelines that were
released in 2003 stating women might benefit from additional sereening
strategtes bevond those offered to women at average risk.  However, new
evidence on breast MRI screening has become available since the American
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Cancer Society last issued guidelines in 2003. A guideline panel has reviewed
this evidence and developed new recommendations for women at different
levels of risk.

According to the American Cancer Society, women with a genetic predisposition
to breast cancer, and/or those with a famiiv history of the disease, should
undergo annual MRI screening along with routine mammograms.

Specific guidelines were released in March of 2007 identifying the women who
should have a breast MRI scan. These guidelines include:

¢ Those who are BRCA mutation carriers:

»  Women with first-degree relatives who are BRCA mutation carriers;

* Women with a 20% to 25% lifetime risk of breast cancer based on family
history;

*  Women who had radiation treatment to the chest between the ages of 10
and 30; and

¢ Women with specific genetic syndromes.

The guideline states that, for high-risk women, screening with MRI and
mammography should begin at age 30. These new guidelines demonstrate that a
much larger population can benefit from breast MRI screening compared to the
2003 guidelines. Based on the 2007 American Cancer Society guidelines,
geography and demographic data, a dedicated breast MRI scanner is of great
need for residents of Buncombe County and HSA 1.

I previously mentioned that one guideline for identifying women who should
have a breast MRI scan are those who are BRCA mutation carriers. The
prevalence of BRCA mutations is estimated to be between 1/500 and 1/100 in
the general population. This equates to approximately 445 Buncombe County
residents and over 2,700 people in HSA [ who could benefit from a breast MRI
scanner.

The guidelines also state that women with a 20% to 25% lifetime risk of breast
cancer based on family historv should have a breast MRI. According to the
American Cancer Society, 2% of women have a family history suggestive of
breast cancer inheritance. While 2% may sound nominal, this equates to as many
as 2,000 women in Buncombe Countv and 13,000 women in HSA L

I've only described two of the guidelines for selecting women who will benefit
from a breast MRI scanner. The guidelines outline five specific populations of
women for which evidence proves breast MRI can detect breast cancer. Our
petition, which will be submitted in August, provides greater detail regarding
these guidelines.

(]
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Based on the 2007 SMEFP, residents currently have access to dedicated breast MR
services in HSA 1L Residents in HSA 11T will have soon have access to dedicated
breast MRI services pursuant to the 2006 SMFP adjusted need determination.
Residents of HSA T do not have access to dedicated breast MRI services. It is well
known that it is very ditficult for residents of western North Carolina to travel
long distances for healthcare services. Furthermore, the 2007 American Cancer
Society guidelines identify a greater population of women who can benefit from
breast MRIL A dedicated breast MRI scanner is needed in Buncombe County to
serve HSA | residents.

Hope is a skilled women's cancer center experienced in treating women with
cancer such as breast, ovarian, and cervical cancer. We have provided women’s
healthcare services to patients of western North Carolina for over 14 vears.

Hope physicians are primary investigators for the Gynecologic Oncology Group
in western North Carolina. The GOG is the primary study group for women's
cancers in the United States. Hope is also a cooperative group with the
American College of Surgeons - Oncology Group and participates in breast
cancer trials. In addition Hope participates in other ¢linical trials through Cancer
Trials Support Unit which is a clearinghouse to facilitate enrollment in clinical
trials that are sponsored by other cooperative groups. The National Cancer
Institute (NCI) works with the GOG, other cooperative groups and most of the
major cancer centers to develop new treatments or fine-tu ning existing ones.
These changes usually lead to improving the standard of care.

Hope seeks to improve the standard of care in western North Carolina via an
adjusted need determination for a breast MRI scanner.

We feel there is a clear need for a dedicated breast MRI scanner in Buncombe
County. We hope vou will support us in this effort by approving this petition for
an adjusted need determination. Thank vou for providing me with the
opportunity to discuss this important issuce.
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: o . Planning Section
Dear Mr. Elkins and members of the State Health Coordinating Cowntesl:

The Proposed 2008 State Medical Facilities Plan (SMFP) includes an adjusted nced determination for
four demonstration projects of one fixed multi-position MRI scanner each. For the following reasons,
NCHA recommends that the Council re-establish this need determination at the Jevel of two scanners that
was recommended by the Technology & Equipment Committee.

* To date no CON applications for this technology have been submitted, nor have any requests to
replace existing MRI equipment with this technology been filed. Given the apparent limited
interest in the technology, we recommend that the SHCC move cawliously by establishing fewer
need determinations, as it has with previous specialized MRI scanners. Establishing two
demonstration projects will enable a careful assessment of the clinical benefits and the utilization
and payer mix trends of the technology.

* The demonstration project, as described in the Proposed 2008 SMEP, places the four scanners into
the inventory afier the first year of operation. If paticnt volumes (or the upright scanner prove to
be low, a corresponding drop in the average scan volume per machine could inhibit the need for
additional full-service MRIs in the service area. Establishing two demonstration projects improves
the chance of succcss for cach of the upnight scanners while reducing the chance of a negative
impact to the MR service arcas where they are developed.

* Asa0.6T MRI system, the scanners field strength is lower than that of most equipment in the
state. Many of the lower-ficld smength MRI systems are being phased out by MRI1 service
providers in North Carolina.

* The recommendation of two scanners by the Technology & Equipment Committee already
exceeds the number requested by Governor Easley in the 2007 SMEP and is comparable to the
number approved prior demonstration projects.

Thank you for the opportunity to comment on the Proposed 2008 State Medical Facilities Plan and please
feel free 10 contact me jf you have questions

Sincerely,
L4 -
PAV S /A
Mike Vicario
Vice-President of Regwlaiory Affairs
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Good afternoon, My name is Ruben Fernandez. and I am here on behalf of myself. and of
Senator Galifianakis to comment on the allowance of four Certificates of Need for Upright MR]
machines.

First of all, I would like to than the Governor, Mike Easley. for recognizing the need for these
machines. Second. T would like to thank the Committee for recommending that four of them be
placed in this State. The way that our Certificate of Need process works relies on the hard work
of a lot of people. and it is only through them that the State of North Carolina can continue to
have state of the art medical facilities,

The upright MR1 has been recognized by the United States Military. and by Congress as an
important diagnostic tool. and for its invention. Dr Damadian was awarded the Congresstonal
Inventor of the Year award this year.

For those of vou here who are not on the Technology commuittee. these upright MRI machines
differ from the MRI machines that we currently have in North Carotina in that they can take
images of patients in all positions. not just lving down. but standing up. sitting. standing on their
heads, whatever. The great benefit of this is that they can take images of the human body while 1t
is under the stress of having weight put on its joints. spine. etc...

While these machines are not a replacement for the traditional MRI niachines we already have in
place. they do provide a specialized type of scans for doctors. like orthopedic surgeons. who need
to work on a patient’s spine or joints, or other parts of the body that niove and shift under load. It
is because these machines are speeialized that we need these Cenificates issued to place them. A
specialized MRI will always serve a smaller percentage of the population than a morc general
purpose MR, combine that with the fact that these MRI machines are not as protitable to
operate. and it is ¢asy 10 see why they have trouble competing tor a CON with the traditional
MRI machines that keep getting put in.

Right now. if my doctor wants to look at an MR! of my spine while I'mi standing up. I nced to
fly 10 another state W get it done. I don’t think that's the kind of medical service we want in this
state.

There are several Orthopedic eenters in North Carolina who want access to these machines.
Some of them have already tries to put then in. they just need a Certificate like the one proposed
to be issued so they can put them in.

With that. I thank you for your time.
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Dan A. Myers, M.D.

Chairman. North Carolina State Health Coordinating Council
¢/o Medical Facilities Planning Section

Division of Health Scrvice Regulation

701 Barbour Drive

Raleigh, North Carolina 27603-2008

Dear Dr. Myers:

[ am writing in regard to the demonstration project for four fixed multi-position MRI
scanners contained on page 139 of the Proposed 2008 State Medical Facilines Plan
(SMFP). I am recommending this section of the proposed SMFP be changed to include
only two multi-position scanners (one for each side of the state). The rationale for this
recommendation is summarized below:

a

After carcful review of the key issues and position outlined by Axiom Imaging in its
petition 1o include onc scanner in each of the state’s HSAs, Medical Facihties
Planning staff rccommended to the Technology and Equipment Cominittee that one
such secanner be placed in the 2008 SMFP. After its consideration, the Technology
and Equipment Committce recommended two  scanners statewide. My
recommendation is congruent with the direction provided by the Technology and
Equipment Committee.

On May 30. the SHCC voted to increase the Technology and Equipment Commitiee
recommendation from two scanners to four. During this SHCC meeting. I do not
believe the members of the SHCC had full and complete knowledge of the facts
surrounding this technology as follows:

» Based on our rescarch, the manufacturer of the demonstration scanncr 1 Fonar.
To date. it appears Fonar has sold approximately 120 scanners worldwide over
the past eight ycars. With the proposcd demonstration project as ts, North
Carolina is proposing to add three percent to the worldwide market inventory

PPOY Bos 32861 » Charlotte, NC 282322801 » T4-355-33468
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for this particular scanner. These data points provide insight into the magnitude
of placing four scanners in the SMFP in a single year.

» The proposed scanner is a 0.6T MRI system. Image quahty for this particular
scanner is noticcably inferior to 1.5T and 3.0T systems. The current
replacement market for MRI in North Carolina is showing a high preference for
advanced versions of 1.5T MRI systems and a growing installation of 3.0T MRI
systems. (06T scanners and similar lower field strength MRI systems have been
or are being phased out by several owners of this equipment in the state.

e Four multi-position scanners represent a 36 percent increase in the total number
of MRI scanners in the 2008 SMFP as the proposed SMFP alrcady shows the
nced for 11 fixed scanners statewide. On a comparative basis, adding four
additional scanners in a demonstration project appears significantly aggressive
as four of 15 additional scanners are arbitrary in nature versus the 11 scanners
that arc hased on the need methodology formula. It is noted there is no
prohibition against proposing an upright MRI scanner in response to the 11
scanners already cited as needed in the plan.

e It is also noted that the multi-position scanner proposed n the demonstration
project has been available for sale in North Carolina for the past six years.
During this period, a total of 77 addiuonal fixed MRI scanners have been
approved under the state health planning process (2002-2006 SMFPs). During
this period of time, no physician practice, imaging center or hospital has
purchased the multi-position scanner proposed in this demonstration project.

00 Including two scanners in this demonstration project will allow the state to evaluate
the benefits and the utilization and payer mix trends of the project before additional
seanners of this type are placed in the SMFP. This approach is more consistent with
how the state has handled the past three MRI demonstration projects, including
breast, extremity and pediatric, whereby only one scanner was available under the
initial demonstration.

We appreciate the opportunity to offer these comments as you. your staff and the SHCC
work to finalize the 2008 State Medical Facilities Plan over the next several months. If
you should have any questions regarding the above information and comments, please
give me a call.

Sincerely,

204

F. Del Murphy, Ir.
Vice President
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Medical Facilinies
Planning Section

Good afternoon, my name is Charles Wilson and I'am the Chief Executive
Officer for Triangle Orthopaedic Associates. 1am here today to speak in
support of the adjusted need determination published in the Proposed 2008
State Medical Facilities Plan, for four demonstration projects for multi-

position MRI scanners to be located in western and eastern North Carolina.

As has been discussed and debated by members of the SHCC's Technology
and Equipment Committee in meetings this past winter and spring, recent
studies have concluded that imaging of the spine in the erect standing and
seated positions adds significantly to the diagnostic ability of MRI. We note
as significant that Governor Michael Easley, in approving the 2007 State
Medical Facilities Plan, specifically requested the SHCC to study the need
for an upright MRI scanner, and consider including such a need in the 2008

SMED.
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The upright, multi-position MRI scanner is a fast scanning, high-resolution
whole body imaging svstem operating at 0.6 Tesla. Also known as the
“Stand-Up MRI”, it is the only whole-body scanner with the ability to scan
patients in a multitude of positions, including in weight-bearing positions
and in the positions of symptoms or pain. The intent of allowing CONs for
multi-position MRI scanners is to benefit patients for whom conventional
MRI scans have proven uninformative as to their ailments, as is often the
case for thuse who experience back and joint pain when standing, sitting or
moving, as opposed to simply lving down. The diagnostic information
vielded by the upright MRI scanner offers superior ability to obtain
accurate diagnoses when compared to recumbent imaged obtained by
conventional MRI scanners. Qur orthopedic physicians, who deal with the
spine and its injuries, envision real benefits to patients from this
technology, and are anxious to see this imaging technology in North
Carolina. A multi-position MRI scanner gives a more accurate diagnosis of
the spine and joints in the actual positions that cause pain. This allows for
a more accurate diagnosis of the problem, and enables a higher success rate

for orthopedic surgery.

In addition, claustrophobia is a major deterrent to having an MRI scan for a
significant portion of the population. Barring sedation, many patients

scheduled for MRI scans in conventional scanners cannot complete the

g
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procedure due to claustrophobia.! A multi-position MRI scanner removes
barriers that discourage or prevent claustrophobic individuals from having
necded MRI scans, by providing the scans in an open environment, as
opposed to being scanned in a tight cylinder, as is the case in a

conventional MRI scanner.

As the SHCC already knows, the multi-position MRI scanner has gained
acceptance throughout the United States, including in all the states
surrounding North Carolina. Virginia has three, and Georgia, Tennessee

and South Carolina cach have one such scanner.

Given competitive realties of fixed MRI reviews, it is extremely difficult for
specialized MRI scanners (like an upright MRI scanner or an extremity MRI
scanner) to serve as many patients as a general use scanner. Therefore, in a
competitive MRI review, a specialized MRI scanner can be considered by
the Agency to be a less effective alternative compared to a general use MRI
scanner. Inclusion of this adjusted need determination in the Final 2008
SNMFEP will enable North Carolina residents to have access to equipment
that is demonstrated in other states to have significantly better ability to
visualize pathology compared to recumbent MRI imaging. Failure to
allow the use of this technology in North Carolina may increase long-term

health costs, because existing equipment is more likely to mask pathology

' Journal of European Radiology . Vol 3, Issue 4, August 1993
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in recumbent imaging (especially spinal images). North Carolina residents
have a high frequency of back surgeries. Unfortunately, thereis a
relatively large number of failed back surgeries in our State. As I stated
previously, our physicians believe that upright imaging is needed to best
obtain the correct diagnosis. The resulting improved diagnostic imaging

will lead to better surgical and non-surgical care of our patients.

TOA features a clinical research program dedicated to the advancement of
orthopaedic and musculoskeletal medical care through clinical rescarch
and education. Qur research is directed toward studying new medications
or devices which are intended to improve the quality of or the availability
of a treatment for a given disease or symptom. The objectives of clinical
outcomes data and information are intended to support, or oppose, new
methods of treatment, and to determine what new technology provides the

best treatment options for patients (for example, upright MRI scanners).

As already determined by the SHCC when it included the adjusted need
determination in the proposed 2008 SMFP, there is clearly a need for multi-
position MRI scanners in North Carolina. Furthermore, TOA, along with
other healthcare providers, already have the resources in place to make
excellent use of such upright scanners. We hope the State Health

Coordinating Council will help our North Carolina patients by going,
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ahead with the proposed plan to allow four upright MRI Scanners. Thank

vou for providing me with the opportunity to discuss this important issue,
\ & )
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Mr. Robert J. Frizgerald. Director Planning Secrion
Division of Health Service Regulation

Medical Facilitics Planming Section

2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Mr. Fitzgerald:

I am respectfully submitting our comments with regard to the demonstration
project for four fixed multi-posttion MRI scanners in the Proposed 2008 State
Medical Facilities Plan (SMFP). We appreciate the opportunity to offer these
comments as you finalize the 2008 State Medical Facilities Plan over the next
several months.

1S4

[

Demonstration CON's in North Carelina have historically been limited to
one device; authorizing two is more than customary. It is felt that four
stmultancous CON’s would support a scparate regunlatery class of MR, not
a demonstration project. There is a lack of support for multiple projects
based the available market and clinical evidence. Our opinion rests that no
demonstration project is needed, but if the state wishes to proceed, the
study project should limited to one application in 2008, and a second in
2009. This would give prospeetive demonstration project applicants the
opportunity to compete for the first unit; then refine their applications for
the second 1f desired. This approach would foster better crafted proposals.
potentially adding to the value of the project data.

The argument that this s a vital technology which North Carolina patients
nced to access 1s unproven. The Axiom petition offers an emotional appeal
which sounds good. but lacks scientific evidence. There is no literature to
support actual improved patient outconies over current evaluation and
treatmienit techniques. What supporting literature 1s available can be
charactenzed as anccdotal. Evidence based medicine 1s now the review
standard. Several rigorous miedical policy review documents are available,
all of which conclude that available evidence is poor.

The Axiom petition cites literature generated by individuals associated
with the only qualified vendor, Fonar. The cases cited would all be
identificd by existing evaluation processes. The unspoken implication is
that more patients can be identificd as surgical eandidates, and helped by
that surgery. and that these patients would otherwise go on needlessly
suffering. No evidence is for the reducing the nced for surgery is offered
as benefit of using the technology. No actual cost savings are claimed or




10.

documented. Using the logic offered in the petition. and then applying
known surgical outcome statistics in the same manner as the petitioners
use to justify their application. would indicate the potential improvement
in paticnt outcomes is well below 1%. 1f that.

We feel it is appropriate that Demonstration Upnight MRI be excluded
from the regular MR inventory in the year it 1s installed, but become a
regular part of the inventory for it’s location in subsequent years.

Upright MRI should be regulated as a standard MR1 system and be
capable of competing in the market place on its on merits. There should be
no special regulatory categories or statuses created.

The Demonstration unit cannot be replaced with another MRI unit for a
minimum of 5 years. These units have to offer equal and unprejudicial
access to all spinal surgeons. As a practical matter. a unit under the
control of one physician group or hospital system will not rcadily be
utilized or supported by competing physician groups or hospital systems.
In addition. Medicare anti-kickback and Federal “Stark™ rules should
govern all referrals to the demonstration systems, regardless of payer
status. public or private. Violations of this could result in revocation of the
project CON.

There are ample opportunities for cither new applicants or an existing site
to replace an existing unit with an Upright MRI system. To date, no
conversions have been proposed or have occurred. However, regardless of
what form the proposed denmonstration project takes, existing operators or
future applicants for CON’s can clect to adopt or proposc upright MR
systems at any time under the existing regulations. There is no substantial
bharricr to the adoption of this technology other than its own intrinsic
gualities.

The current replacement market for MR in North Caroelina is showing a
high preference for advanced version of 1.5T MR systerns, along with a
growing number of installed 3.0T systems. (16T and similar lower field
strength systems have been, or are being phased out by current owners of
this equipment 1 North Carolina.

There are 120 Fonar systems installed worldwide after more than § years
of purchase availability. There arc no current Fonar installations in North
Carolina. This project proposes to add three percent to the world installed
base and most Iikely more than 20% of FY 2007 sales.

The Fonar 0.6T MR system cnjoys all of the advantages and limitations of
a lower strength MR system. Image quality is noticeably inferior to 1.5T
and 3.0T systems. The image plane thicknesses used arc usually greater
than at 1.5T in order to reduce image noise and improve image
appearance. This creates small lesion resolution issues, particularty in the
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cervical and thoracic spines. Symptomatic small disc herniations can be
missed, along with small spinal cord lesions.

Low field MRI systems exanminations can last as much as 3 tmes as long
as high ficld systems. This results in an increase 1n the likelihood of
patient motion, thereby adding to the inaccuracies of a low ficld system.

. Upright MRI may offer limited value in flexion-exiension MRI, which

presents a challenge in typical 1.5T and 3.0T systems.

. Some operators accept lower image quality images to reduce cxamination

times and increase patient throughput.

Histoncal demonstration projects focused on Breast, Orthopedics, and
Peds have been approved on a singular basis and have limited the
approved applications appropriately. Given that the only compelling
rationale offered by the proponents of this technology support this
demonstration project has been for spinal imaging, each demonstration
project MRI should be limited to only performing spinal imaging during
this project duration. This should not cause a comniumity hardship since
there is presently no evidence to indicate any significant access problems
for MRI services in the HAS. Limiting imaging on this demonstration as
well would maximize the date value of the Upnight MR Demonstration
Project. Such a qualification is both desirable and appropnate given the
nature of the project.

. An alternative spinal axial loading dcvice that can be used m current

instatled conventional MR systems in the state ¢xists and can be readily
obtained and employed if current or future operators so desire. The
arguments that upright MRI systems the only ways to evaluate the Jumbar
spine under axial loading conditions are not enurely correct. Tlis spinal
axial loading device, titled the Portat Gravity System, Portal Medical,
l.ogan Utah, is available for purchase. There is a paper validating that this
device effectively simulates upright imaging results. Like upright MRI,
this approach lacks compelling outcomes evidence at this time.

. There is no evidence to support the value i imaging post opcerative spinal

patients in an upright position.

. An application for a unique CPT code for upright MRI was received by

the CPT Editorial Panel and denied duc to a lack of compelling evidence.

. The sales hitcrature cites that placing a patient in a position that rccreates

their pain can assist in the localization of abnormalitics that may not be
seen in a recutnbent state. The patient pain stimulus would most likely be
a reason for motion during the long cxam times ¢xhibited on low field
svslems.
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Orthopedic work will be marginal similar to open MRI technologv. Lower
field strength limits accuracy, tmage quality. Likewise, the ability to offer
upright imaging in orthopedics has Iinited utility and greatly increases the
probability of patient motion.

Extensive research along with current clinical Breast Cancer imaging
supports a temporal approach unattainable with low ficld systems.

. Intra and Extra-cramal blood flow dynamics do change in an upright

posture. Again, this may offer imited utility as an adjunct imaging
procedure. More research s need in this area.

. Facility nust operate a minimum of 66 hours per week.

. There should be full disclosure of the MR system and sitc ownership

including names of all physician investors and their relatives. Also,
disclosure of any consultant payments, lease arrangements, and assigned
billing arrangements.

. Annual reports should be made to the CON and Mcdical Faciliues

plannintg Section reporting:

- The numbcr of exams pcrformed tn an upright position.
- Total number of exams.
The CPT code data for all performed exams.

- Patient payer mix of insured, under-insured, and un-insured.

- Refermng doctor and patient origin data.

- Itemized billing with specifically identified technical and professional
charges and who provided those services as actually subnutted for
payment.

- Facility revenue and operating cxpenses.

Sincerely,

CHARLOTTE RADIOLOGY, P.A.

Mark D. Jensen
Chief Operanng Officer

MDJ:s
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The 2008 State Medical Facilitics Plan proposes a demonstration
project consisting of four 4 multi-position, fixed site MRI scanners placed
throughout North Carolina. This proposed demonstration project is in
response to a petition filed by one for-profit corporation, Axiom Imaging.
Axiont imaging is a Las Vegas. Nevada corporation.

The 2007 State Medical Facilities Plan rejected the multi-position
MRI demonstration project. We are perplexed to see this demonstration
project appear again in the proposed 2008 State Medical Facilities Plan.

This demonstration project is an end run around the well-established
need determination process under the guise of medical research.
Additionally. the demonstration project flies into the face of the proposed
2008 State Medical Facilities Plan. The plan states that there is no need tor
additional, tixed-site, open or closed MR machines in North Carolina.

The multi-position MRI machines called tor by this demonstratton
project are sold only by Fonar Corporation of Melvilte, New York. The
major MRI manufacturers such as General Electric and Siemens have
rejected this multi-position design.

Although Fonar MR equipment has been available to all MR
providers in North Carolina for years, no Fonar MR1 machine is installed in
North Carolina. The market place, reflecting the needs of North Carolimans,
has rejected multi-position, Fonar MRI machines due to poor image quality,
cost and other impracticalities.

North Carolina MRI tacilities include not-for profit research
institutions, non-profit community hospitals, for- profit national corporations
and for-profit community medical groups. These varied entities cover a
broad spectrum of imaging needs. All have rejected the Fonar multi-
postttonal MRI. .




The purported necessity for the demonstration project is for imaging
the spine under load. This argument is specious as a validated spinal loading
device 1s currently available for existing MRI machines. This accessory
placed on an existing, standard, open or closed MRI achine can provide
mgher quality diagnostic information at less cost.

This demonstration project will not provide useful efficacy data.
However, it will increase state medical expenditures. Most importantly, it
has potential to harm health care consumers. The only beneficiary of this
demonstration project is Axiom Imaging, a for-profit corporation based in
Las Vegas.

It a useful demonstration project is truly desired, a single multi-
position MRI machine should be placed within and under complete control
of an academic research center such as Duke or UNC-Chapel, in inumnediate
viciity of several other competing MRI machines. The demonstration
project should specify the testing of well-defined, niedically relevant
hypotheses and study results should be published in respected, peer-
reviewed Journals.

The demonstration project proposed by Axiom Imaging for the 2008
State Medical Facilities Plan is disingenuous and simply a ruse to
circumvent the well-established necd determination process of North
Carolina.
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SHCC Public Hearing Comments o T SEcigy .
Regarding the Adjusted Need Determination e
For 4 Demonstration Projects for Multi-Posinon MRI Scanners ST

August 1. 2007

MedQuest Associates, Inc. "MedQuest™) is one of the country’s leading independent
outpaticnt imaging providers. It operates more than 90 outpatient imaging centers in 13
states including 14 facilities in Nerth Carelina. For more than a decade. MedQuest has

actively been involved in the evaluation and selection of MR scanners tor its facilities.

The multi-position MRI (*“upright”} scanner does not represent cutting edge technology
as somie would have the State of North Carolina believe. This technology has been
available in the commercial marketplace for several years: thus. providers in North
Caroling have had ample opportunity 1o replace existing systems and:or tile Certiticate of
Need applications for “upright”™ scanners. Further, the “upright” scanner is 2 0.6 Texla
system. which provides it no specific image quahty advantages over 0.7 Tesla open
svstems or 1.5 Tesla and 3.0 Testa closed bore systems. None of the medical teaching
tacilities in North Carolina have filed applications or petitions for “upright™ scanners,
indicating that the unique aspects of the unit are of limited chnical value and do not
warrant a speciat elinical “demoenstration”™. Finably, the mutti-position MR scanner
proposed does not require a umgue CP1 code., which means it has not received any

special designation by the CPT Editorial Panel,

I'or the wbove reasons, MedQuest does not believe that the State Health Coordinating
Council should even approve one demonstration project tor a multi-position MR
scanner. much less four scanners of this type. MedQuest believes that the primary intent
of this request is to acquire additional MRI scanner capacity outside ot the normal MR
methodology Any current provider of MRI services has the ablity to upgrade or replace
an existing MRI scanner. To date, none of the MR providers in North Carolinig has
chosen to acquire this type of MRE scanner through that process. Current providers and

apphaints for MR serviees also have the opportunity through the CON process to
DFS Healthy
RECEIVED
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proposc a multi-position scanner in a normal CON review. There is no need for a

demonstration.

If the SHCC decides to proceed with a demonstration project. then MedQuest requests

that the SHCC consider the following:

1. Limit the demonstration project to one multi-position scanner for the

State.

This request is consistent with prior demonstration projects such as the dedicated

breast MRI scanner and pediatric MRT scanner.

2. L.imit the use of the multi-position seanner to spinc-only studies and in

an upright position.

Since the petitioner has arguned that the purpose of the multi-position scanner is 1o
allow patients in need of spine studies to stand upright during the exam. then the
approved apphicant should be hmited to these studies. This is consistent with the
theory of allowing demonstration projects and with the requirements previously

made of the dedicated breast MRT scanner and pediatric MRI seanner.

KR Do not allow the provider to replace the multi-position scanner with a

conventional fixed or mobile MRI scanner.

[n erder to prevent demonstration projects from becoming a leaphole method tor
obtamng a fixed MRI scanner, the SHCC should mandate that a provider
approved for this demonstration project cannot replace the multi-position seanner
with a4 convenuional fixed or mobile MRI scanner. If the scanner becomes
obsoelete after tive or ten years and the provider cannet replace the equipment with
another multi-position scanner. then it shoukd be reguired to relinquish s

cerhficate ot need for the project.




Thank you for the opportunity to comment on this 1ssuc.

) f
?{)’U;-’;Lé 8! CU/k
Bruce Elder
Vice President, Development
MedQuest Assoctates, Inc.
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Mr. Robert J. Fitzgerald, Director
Division of Health Service Regulation
Medical Facilities Planning Section
2714 Mail Service Center

Raleigh, North Carolina 27699-2714

Dear Mr. Fitzgerald:

[ am writing to reiterate the concern Carolina’s liealthcare System has expressed with
respect to the proposed demonstration project for four fixed multi-position MRI scanners
contained on page 139 of the Proposed 2008 State Medical Facilities Plan (SMFP). I am
also recommending this section of the proposed SMFP be changed to include only two
multi-position scanners (onc for each sidc of the state). Including two scanners in this
demonstration project will allow the Statc to evaluate the benefits, utilization and payer
mix trends of the project before additional scanners of this type are placed n the SMFP.
This approach is more consistent with how the State has handled the past three MRI
demonstrazion projects, including breast, extremity and pediatnic, whereby only one
scanner was available under the initial demonstration.

The rationale for this recommendation as summanzced by Carolina’s Healthcare System
includes the following points:

e Our recommendation is similar to thc original direction provided by the
Technology and Equipment Committee to include one scanner to represent cach
of the three eastern and three western HSAs, which would equate to only two
scanners statewide.

¢« On May 30, the SHCC voted to increase the Technology and Equipment
Committee recommendation from two scanners to four. Dunng this SHCC
meeting, 1 also believe the members of the SHCC did not have full knowledge of
the facts surrounding this tecknology as follows:

o Based on our research, the manufacturer of the demonstration scanner 18
Fonar. To date, Fonar has sold only 120 scanners worldwide over the past
cight years. With the proposed demonstration project as 1s, North

Wake Forest University Health Sciences
North Carolina Baptist Hospital

Medical Center Boulevard * Winston-Salem, North Carolina 27157
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Carolina ts proposing to add three percent to the woridwide market
inventory for this particular scanner.

The proposed scanner is a 0.6T MR system. Image quality for this
particular scanner 1s noticeably inferior to 1.5T and 3.0T systems. 0.6T
scanncrs and simijar lower field strength MRI systems have been and/or
are being phased out by several owners of this equipment in the State.

It is also noted that the multi-position scanner proposed in the
dcmonstration project has been available for sale in North Carolina for the
past six years. During this period of time, no physician practice, imaging
center or hospital has purchased the multi-position scanner proposed in
this demonstration project.

I appreciatc the opportunity to offer my recommendation and comments to you as your
staff and the SHCC work to finalizc the 2008 State Medical Facilities Plan over the next
several months. If you should have any questions regarding the above information and
comments, please feel free to call mc at (336) 716-5097.

Sincerely,

Py R et

Michael L. Freeman
Vice President, Strategic Planning

#1003
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Comments on the petition for an upright MRI
Proposed NC 2008 SMFP

David C. Clark MD
Greensboro Radiology

Planning Section July 20,2007

The proposed demonstration project for upright MRI is opposed for the following
TCasons.

T-J

sk

There is a lack of scientific evidence showing improved patient outcomes or more
accurate diagnosis using an upright MRI as opposed to the current standard MRI
systems. The Axiom Imaging Petition claims a "Failed Back Syndrome” of 5% to
40%, following spine surgery. and implies that their upright MR would Hprove
this rate, but provide no evidence to support this claim. The Axiom petition
claims that North Carolina residents arc being harmed by lack of access to this
technology. but upright MRI equipment has been available for 8 years and no
units bave been purchased in North Carolina which speaks to lack of demand for
this technology in the marketplace. Upright MRI should be regulated as any other
MRI system is in North Carolina. There are hundreds of orthopedic surgeons in
North Carolina. none provide written support for this technology in the petition.
The criteria for approving demonstration projects for MRI has not been defined.
This opens the door for vendors and providers to lobby to obtain pro fitable
technology outside the current CON process. Without written criteria, the DFS
runs the risk of creating a precedent for requests for multiple future demonstration
MRI projects based on vendor and medical provider financial gain, rather than
improvements in public health. Without clarity of the rulcs, it is likely that future
demonstration project requests will appear with minor variations from current
technology. as a means to get new magncts in the marketplace. I suggest that this
and future MRI demonstration project requests be suspended until written criteria
are developed that specify:

a. Criteria for making a petition for a demonstration project for MRI

b. Criteria for approval for the demonstration projects

¢. Data to be coliccted and how this data will be used 1o make future decisions
Petitions for MRI demonstration projects based solely on technology vanations
should be dented. Technology is constantly changing, and today's latest and
greatest technology may be obsolete by the time the demonstration project 1S
operational.

The petition for upright MRI should be disapproved because there is no evidence
that it will benefit the health of North Carolinians. The primary beneficiary of this
technology will be the vendor sciling the product as there is only one vendor
producing this equipment, and the provider of the service. The vendor should
compete in the marketplace for sales, through the replacement process of existing
MRI units.

P H
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6.

Upright MRI is a one trick pony. Its only proposed benefit would be to perform
MRI under upnight axial loading conditions. However, it is a 0.6 Tesla unit which
inherently has longer scan times and inferior image quality than a standard 1.5
Tesla unit. This combined with upright scanntng is likely to have a higher
incidence of patient motion. Therefore, if the upright MRI demonstration project
1s approved, I recommend that the only procedure performed on the scanner is
upright imaging in order to gather data to make future determinations regarding
the vahdity of the technology. Limiting imaging on the demonstration MRI to
upright imaging is appropnate and consistent with prior restrictions placed on
breast and pediatric CON demenstration projects. It would also prevent
suhstandard imaging on equipment that could he better performed on existing
high field technology.

There is not a unique CPT code for upright MRI. This was submitted to the CPT
Editorial Panel but dented, Without a unigue CPT code, this procedure is
considered experimental and may not be reimbursed by some carriers.

Insurance companies and Medicare are attcmpting to reduce imaging utilization;
the upright MRI would have the opposite effect by bringing in a new unproven
technology which would promote experimentation. Lacking any defined critena
for performing upright spinal MRI makes selection of patients for this technology
arbitrary.

Should the demonstration project be approved, appropriate data should be
collected from the approved site so that future determinations can be made
regarding the technology. If approved, one upright MRI scanner should be
adequate to gather data on the validity of this technology, not the four scanners
currently requested. At minimum, the following should be included:

¢ The number of MRI examinations performed on the unit

e The total number of upright MRI studies performed on the system

o (PT code data for all examinations

¢ Patient payer mix including Medicare, Medicaid. insured and uninsured

o Refermng physician examinations

* (County of residence of all patients having the examination

* The demonstration MR facility must operate a minimum of 66 hours per
week. The facility revenue and operating expenses should be included in
the reporting docunients.

» Full disclosure of the MR system and site ownership including the names
of all physician investors and their relatives. Disclosure of any consultant
payments. leasc arrangements, and assigned billing arrangements should
he disclosed.

¢ Documentation of the number of cases where outcomes and or patient
management decisions were impacted by the upright MRI
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Mr. Tom Elkins
Medical Facilities Planning Section
Division of Facility Services
2714 Mail Service Center
Raleigh, North Carolina 27699-2714

RE: Comments Submitted for Public Hearing Proposed 2008 State
Medical Facilities Plan: Upright MRI Demonstration Projects

Dear Mr. Elkins,

The following comments are in reference to the proposed 4 Upright Fonar
MR demonstration projects in the 2008 Plan. Upright MR 1s exclusively
manufactured by a sole source vendor. Fonar, which has sold
approximately 120 systems worldwide in the past eight years. Nothing in
the current CON process discriminates against Fonar's technology. any
future applicant or replacement system can obtain permission to install or
replace an existing MR with an Upright Fonar system under the current
methodology. The inclusion of this technology as a demonstration site 1s
undaubtably manufacturer driven. Frankly, 4 demonstration sites equal
four sales for Fonar. Given that there ts no current restriction on Fonar
sclling these instruments to North Carolina providers, why then is there a
need for 4 demonstration projects?

If the State has determined the necessity for an Upright MR demonstration
project, one site should accomplish the task not unlike the breast MR,
pediatric MR, and cxtremity MR demonstration projects now in process.

Indeed. if the State believes there is a need for more than one Upright MR
demonstration project. then the additional allocations for these projects
should be granted to one or more of our four academic teaching centers.
For if the demonstration projects are to prove or disprove the technology.,
who better to run the additional projects then Duke, Wake Forest, UNC, or
ECU?

Jodd Browming oo« fiokegh WG 2600
WA TR DRy TN




The forgoing discussion highlights the need for the Division of Facility
Services to establish criteria for demonstration project petitions in an
effort to discourage manufacturer driven sales agendas from
overwhelming the State’s process.

At the end of the day, Upright MRI is just a technology variant currently
available through the existing process. If the State approves the
demonstration praject. one site should provide the necessary resulte. Any
other provider can obtain this technology through the normal application
or replacement process now in place.

Sinccrcl)'%/dj
/

%/P
Robert E. Schaaf, MD
President and Managing Partner
Wake Radiology
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Comments for Public Hearing
Proposed 2008 State Medical Facilities Plan
Asheville
RE: Multiposition MRI-Demonstration Project(s)
13July2007

The original suggestion for the demonstration project was for one upright MRI scanner
for the HSAs I-11I and one for HSAs IV-VI. This was changed to a total of FOUR
scanners. The proposed 2008 SMFP on Table 9Q(1) shows that there are only 11 MRI
scanners in the total State’s need determination. Thus the Plan is recommending adding
36% more scanners to the Plan that the original need determination  There is no reason
to add this many multiposition scanners, especially given that they are a demonstration
project.

Mutltidirectional scanners are “Low Field” technology. All the medical centers in North
Carolina are installing 1.5 or 3.0 T technology, not 0.7 T. This project seems to be going
the wrong direction

Some argue that patients are being disadvantaged by not having this technology
available. This is ridiculous, these scanners have been available for years. There are
none of these scanners in use in NC because doctors and hospitals have chosen not to buy
them. Asheville Radioclogy owns or operates six scanners. We consider this technology
to be inferior and out of date

The literature regarding multipositional MRI is commonly biased by a manufacturer’s
sponsored outcome, not based on evidence based medicine.

If any of these scanners ultimately appear in the Plan, they should be limited to scanning
only the spine and all numbers carefully reported.

Most importantly, the scans niust all be done in the upright position, as this is the reason
the scanners were added to the Plan.

If hospitals or physician groups feel they need a multipositional MRI, they have the
option of replacing existing equipment with 2 multipositional MRI.

There is no credible clinical outcome data to support a multipositional MRI scanner over
a conventional scanner.

The multipositional scanners are very expensive. Absent positive clinical data and
considering the low field technology, there is no justification to add one to the Plan,
much less four.
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The CPT Editorial Panel refused to provide a unique code for upright MRI because of the
lack of meaningful outcomes data showing its superiority over conventional MRI

Image quality on a 0.7T MRI scanner is inferior to 1.5T or 3.0T, no matter what direction
the magnet 1s oriented.

0 7T magnets are slower, result in more patient motion, and are more likely 1o miss small
abnormalities because of technical limitations.

Abdominal and vascular MR1 are of very low quality at 0.7T. Thus, utilization of these
scanners will be limited.

Fonar makes the multipositional scanner. It has no instailations in North Carolina and
only a few dozen in the world. No major vendor of MRI equipment (GE., Siemens.
Philips) is making a multipositional scanner.

If this demonstration project is allowed and a hospital — or more likely, a physician
practice - takes on one of these scanners, it should not be replaced for a minimum of five
years.

CPT code data should be generated and reported to the Agency for all examinations.

The patient payer mix must be reported as part of the demonstration project and those
results should mirror the region’s demographics.

To insure compliance with State and Federal Law, disclosure of the magnet's owners
(and their relatives), physician investors, consultant payments, and any lease
arrangements should be reported to the Agency.

Previous demonstration projects have limited utilization of the project MRI scanner to
Breast and Pediatric imaging. This project, if implemented, should be limited to the
spine and as mentioned above, should be performed upright.

Detailed billing data should be reported to allocate technical and professional charges to
the provider that actually performed the service.




21 If NC were to allow 4 muitipositional scanners in the 2008 Plan, we would likely be
placing more of these scanners in our state than any other state in the country. These are
uncommon scanners in the marketplace simply because their quality, speed, resolution,
and cost iy cannot compete with modern scanners.

22. If a demonstration project is approved, allocation of ONE scanner for demonstration is
sufficient. This will allow data to be collected and analyzed to determine if any
additional scanners are justified.

Summary: Multipositional MRI is a perfect solution to a problem that does not exist. The
numerous experts in our prestigious medical centers and private practices in North Carolina have
chosen not to buy upright scanners, even though they have been on the market for years. They
are too expensive, too slow, and image quality is inferior to scanners currently being sold by
most vendors. Evidence based medicine fails to show a driver for this technology.
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Radiologists:

Providing Subspecialty Imaging and Interventional Services to
29 Counties through University Health Systems of Eastern Carolina

Comments for Public Hearing regarding Multi-Position MRI Demonstration Projects
Proposed 2008 State Medical Facilities Plan
July 24, 2007

Eastern Radiologists, Inc. has significant concerns regarding the proposed demonstration project for
upright MR for the reasons outlined below:

1. The primary issuc is that thcre is insufficient scientific evidence related to clinical
outcomcs showing that a multi-positional MR scanner improves patient outcomes or
provides morc accuratc diagnosis than current standard MR systems. The idcal
demonstration project would requirc that the upright MR be placed in an academic
medical centcr or other site where diagnosis and patient outcomes can be compared to
standard 1.5 T high field systcms in a well designed research protocol which would in turn
be published in a peer revicwed medical journal.

[

Demonstration CON’s in the State of North Carolina have generally been limited to one
device. Authorizing four simultaneous CON’s is much more than is needed for a
dcmonstration project and cssentially creates a ncw regulatory class for MR. One unit, or
at most two units would be preferable for a demonstration project. The Fonar unit is the
only upright MR available. There are 120 Fonar systems werldwide after being on the
market for eight years. The proposed four unit CON demonstration project would add 3%
to the worldwidc installed base and would probably account for more than 20% of Fonar’s
yearly salcs.

3. The only existing upright MR is a 0.6 Tesla system manufactured by Fonar. The majornity
of hospitals and imaging ccntcrs in North Carolina and across the country are moving
towards high ficld systems at 1.5 or 3 tesla due to faster imaging timcs, higher single to
noise, and overall improved diagnostic accuracy. Higher field strength results in improved
imaging across a wide range of clinical applications. The Fonar MR system does poor
vascular and body imaging duc to a combination of its configuration and low field
strength. Theses shortcomings likely explain why although ncw applicants and existing
holders of MR CON’s havc the option to convert cxisting systems to upright MR, no
conversions have yet occurred. The failure of this product to make significant inroads in
the MR markctplacc, coupled with the lack of concurrent development by other MR
vendors, highlights thc significant limitations of this design.

4. A unique CPT code does not currently exist for upright MR. The editonal panel recently
dcnied this request. Without a unique CPT code, upright MR may be considered
experimental and may not be reimbursed by some carriers.

5. Insurance companies and Medicare are currently trying to reduce imaging utilization.
This upright MR demonstration project would have thc oppositc cffect by bninging four

#9 Doctors Park - Greenville, NC 27834 - (252) 752-5000 - (800} 682-6956 - Fax (252) 752-0188 - hitp://www.easternrad.com




additional units with unproven technology into the state of North Carolina.

We are concerned about the lack of cnteria for approving demonstration projects in MR.
The pnmary bencficiary of this technology will likely be a single vendor making an
unusual product which has not yet been accepted by the medical communmity. This
demonstration project may set a precedent for vendors and providers to lobby for other
technologies outside of the CON proccess as well.

If the state of North Carolina does proceed with this program, we recommend the following
rcquircments:

2

The project should require that the upnght MR be placed at a site where diagnosis and
patient outcomes can be scientifically compared to standard 1.5 T high ficld systcms in a
well designed research protocol which would in turn be published in a peer reviewed
medical journal.

Full disclosure of the MR system and ownership including all names of physician
investors and the relatives, as well as consultant payments, Icase arrangements, and billing
arrangements including itemized billing with specific 1dentification of technical and
profcssional charges and who provided those services as submitted for payment.

3. Report the referring doctor and patient ongin data for each exam should be reported.

4. An annual report should be made to the CON in a medical facilitics planning session to
report the number of MR exams actually performed in the upnght position, the total
number of cxams performed by the system, the CPT code for all exams, and the paticnt
payer mix of including uninsured and undennsured.

5. Spinal imaging is the major focus of this project and the only application for which this
systtm has becn suggested to have an advantage. It is recommended that imaging be
limited on the demonstration project CON to only spinal imaging. Similar restrictions
have been put in placc for breast and pediatnic CON demonstration projccts in the past and
would maximize the data value of this demonstration project.

Sincerely.
Michael McLau D. MBA
President

Eastern Radiologists, Inc
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Dan A. Myers, M.D.

Chairman, North Carolina State Health Coordinating Council
¢‘o Medical Facilities Planning Scction

Division of Health Service Regulation

2714 Mail Service Center

Ralecigh, North Carolina 27699-2714

RE: Comments on the Proposed 2008 SMFP Need Determination for One Fixed
MRI Scanner in Lincoln County

Dear Dr. Myers:

On behalf of Carolinas Medical Center-Lincoln (CMC-Lincoln) and the residents of
Lincoln County, 1 want to express my support for the need determination in the Proposed
2008 SMFP for one fixed MRI scanner in Lincoln County. As one of only two hospitals
in the state with more than 100 beds but without a fixed MRI scanner, we certamnly
believe there is a need for a fixed MRI scanner to provide adequate diagnostic imaging
services 1o our county’s residents. including our inpaticnts, emergency paticnts and
outpatients. CMC-Lincoln is the sole community hospital provider in the county.
providing care to more than 70,000 residents without regard to the patient’s age, race,
national or ethnic ongin, disability, gender. income or ability to pay.

CMC-Lincoln appreciates the Council’s willingness to recognize the continuing growth
in the number of MR procedures performed on the mobile MRI unit and the resulting
need for a full-time, fixed MRI1 scanner in thc county. We believe that the allocated
scanner will expand access to this vital imaging modality for our patients.

If we can be of any assistance to the SHCC as the development of the final 2008 SMFP
continues, please do not hesitate to contact us.

Respectfully yours,

o Ao

Peter W. Acker
President and Chief Executive Officer

Post Office Box 677 * Lincolnton. North Carolina 28093 = Phone: 704-735-3071 » Fax: 704-735-0584 1}
www.cmc-lincoln.org
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P.0. Box 20530 o

Raleigh. NC 27828-0530

RE: Comment Regerding Proposed 2008 Stats Medical Facilities Plan, Chapter 6,
MRI Section, Table 90, Page 133

Dear Mr. Elkin,

I am writing on behalf of Park Ridge Hospital in Henderson County regarding the
Proposed 2008 State Medical Faciiities Plan. As we discussed, the MR| inventory an
page 133 of the Proposad Plan lists Park Ridge Hoapital as having both a mobile MRI
scanner and a fixed MRI scanner.

Please note that Park Ridge Hospital obtained CON approval to repiace its previous
mobile MRI scanner with 8 fixed unit. Park Ridge Hospital has removed the mobile MRI
unit from North Carolina and has implemantead the fixed MR! scanner in accordance with
the CON conglitions.

Table 80 shows the “fixed equivalent magnet subtotai® for Henderson County that
inciudes the values of both of the mobkie and fixed unita which creates the possible

impression that both units were simuttaneously in use. Hawaver this i not the cape.
The Park Riige Hospital fixed and mobile MRI units were not in simultaneous use.

Plaasa accept this comespondence as a dlarification of the data reflected in the
Proposed 2008 Plan. i you have any quastions pleass call me at 338 348-8250.

David Franch
Conauitant to Park Ridge Hospital
Ihone: 336-349-6250 Maiilng Address
fax: 336-349-6260 Past Office Box 2154

Reidsville, NC 27323-2154
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